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PROCEEDI NGS

MR. COHEN: Good nmorning. M nane is Bill Cohen
"' man Assistant CGeneral Counsel here at the Federal
Trade Conmi ssion, and | want to wel cone you to our
session this norning on Patent Law for Antitrust Lawyers.

We're now one day into our hearings and sone may
feel we are already in quite a swirl. In just our
openi ng session we heard about concepts such as
nonobvi ousness, disclosure requirenents, reexamn nation
procedures, prior art, and the nature of patentable
subject matter.

And we heard that many of these concepts, or at
| east the effects of their application, my have
i ncreasing bearing in sonme antitrust contexts.

We t hought that it m ght make sense to begin our
inquiries here with a foundati onal day, sonmething that
will help famliarize ourselves with the |anguage and the
key concepts of the sister discipline that's becom ng so
much a part of our antitrust world.

We haven't designed this with a thought that any
of you are going to go out after this session all ready
to practice patent law. In fact, we have intentionally
|l eft out sone of the elenments that you would probably
find in a standard nutshell treatnent.
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I nstead, what we have tried to do is to design
sonething that will help antitrust |awers at the places
where their practice intersects with intell ectual
property concepts.

And, nore specifically, we have tried to make
sure that we are presenting the basics that will help us
deal with a conplicated set of issues that we are going
to face throughout the rest of these hearings.

We have nmultiple sets of participants here today.
| may | ater be joined by Susan DeSanti fromthe FTC. She
is Deputy General Counsel for Policy Studies.

["man antitrust |lawer. Susan is also an
antitrust lawer. W're not the ones you' re going to be
wanting to hear fromthis norning. W are here nerely to
ask questions and we think they will help us out with the
real stars of our show who will be able to present what
we think the antitrust |awers need to hear.

We're lucky right now to have two of those three
stars. Scott is here, too. Sitting directly to ny
right is Jay Thomas. Then we have Professor Law ence
Sung, and we al so have Scott Chambers. 1'Ill introduce
themall nore formally one at a tine.

But before | go on to begin with a nore conplete
i ntroduction of Jay Thomas, | think I'Il turn the podi um

over just for alittle while to one nore participant,
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5
Bill Stallings, who is joining us fromthe Departnent of
Justice, who will wel come you on behalf of the Antitrust
Di vi si on.

MR. STALLINGS: Thanks, Bill. On behalf of the
Department of Justice we want to thank everyone for
com ng here and al so thank the FTC for organizing this
event.

We are | ooking forward to the many informative
sessions, and we particularly want to put a plug in for
the sessions we will be hosting later in the spring where
we will be discussing |icensing issues, such as refusals
to deal, the effects of particular types of |icensing
practices, standard-setting, patent pools and conparative
i nternational issues.

A lot of information can be found, of course, on
our website and with that, that's all | need to say but
t hank you again for attending. And we |look forward to
seeing you in the future.

MR. COHEN:. [|'Il note before introducing
Prof essor Thomas we have had one | ast-m nute
substitution. Sitting next to me will be Suzanne M chel
fromthe Federal Trade Conm ssion.

Qur first lecturer this norning is Jay Thomas who
hol ds the position of Associate Professor of Law at

George Washington University. He also serves as visiting
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6
researcher in entrepreneurship and econonm c growth at the
Congr essi onal Research Service and instructor at the
United States Patent and Trademark Office, Patent
Acadeny.

He has previously served as a visiting fell ow at
t he Max Planck Institute for Conparative and
I nternational Patent, Trademark and Copyright Law in
Germany and visiting professor at the Institute of
Intell ectual Property in Japan.

Prof essor Thomas is the author of nunerous
articles on intellectual property law and al so authored a
patent | aw casebook and intellectual property treatise.
"Il turn it over to Professor Thomas to begin.

PROF. THOMAS: Well, thank you very much for
having ne here this nmorning and I would just note how
delighted I amto be part of such a distinguished panel
of patent experts.

Lawr ence, Scott and Suzanne and | all clerked at
about the same tinme on the Federal Circuit. It's
delightful to see just how well they have done with the
years that have passed, so many of them it seens, in
such a qui ck amount of tine.

But it's ny job to be your headliner. |'m going
to sort of start by going through sone of the basics of

how t he patent system works and then I want to talk a
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little bit about some of the policies that animte the
patent system and some of the criticisns that it has
encount er ed.

And then I'"'mgoing to weigh in alittle bit nore
deeply with sonme of the patentability criteria, what one
has to do, substantively, to have an invention be
patentable. So let ne weigh in without further comrent.

Well, the first thing I'"'mgoing to tal k about is
sources of law. Where would you go if you wanted to | ook
to see where the patent | aw was? Where would you find
it? Well, one of the first places you |ook is the
Constitution.

And, in fact, it is a granted right to Congress
to enact a patent system And that's set out in Article
One of the Constitution. |It's actually the only place in
the original Constitution, setting aside the Bill of
Ri ghts, where you will find the word "right."” And what
it says is that Congress may give to inventors an
exclusive right in their discoveries.

Now, Congress is permissibly given that ability.
It doesn't have to pass a patent act, although the U S
has since engaged in international treaties which oblige
the U S. to have a patent system But again, the
Constitution is just perm ssive. Congress may pass the

st at ut e. It doesn't have to.
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The Congress did very early on. There's a 1790
Patent Act which is remarkably simlar to what we're
doi ng today. And actually you'll find that patent lawis
a venerable discipline that has a | ot of ancient
antecedents. And the statute has been augnented by a | ot
of judicial gloss.

Now, the current patent statutes, the Patent Act
of 1952, occurs in Title 35 of the U S. Code. [|I'm not
sure we have advanced but perhaps we're not any worse.

So that's the basic provisions we'll be talking in Title
35.

Now, as well, the Patent Office, and there is
such a thing as a Patent Ofice. It's called the Patent
and Trademark O fice formally -- although sometinmes |'11
just call it Patent Office because it's a little |ess
awkward -- has also set out a | oad of regulations. And
you'll find those in Title 37 of the Code of Federal
Regul ati ons.

And finally, the Patent O fice has also put out a
book of its own practices. And it's called A Manual of
Pat ent Exam ni ng Procedure. And they are two enor nous
tomes. You would not believe the girth of these weighty
volumes. And these describe the internal practices of
the Patent and Trademark Office.

They are not binding, it turns out, not even upon
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9
exam ners for the npst part but what they do is again set
out the way that the Patent O fice tells the world it
conducts busi ness.

Now, it should also be noted that there is a
specialized court in this area. There is sonething
called the Court of Appeals for the Federal Circuit.

And it hears all appeals from first, disgruntled
applicants fromthe Patent O fice, fromapplicants who
have sought patent protection and been denied. It hears
all those appeals but it also hears appeals in patent
enforcement cases, patent litigation.

Now, there also has to be the case | aw of the
Federal Circuit. And that's very inmportant in this
field. There's a specialized court and they speak to
patent matters exclusively. So you' re not going to get
pat ent precedent any nmore fromthe regional courts of
appeals, say the D.C. Circuit or the First Circuit. It
all goes up to the Federal Circuit as a practical matter.

Now that 1've given you sone of the sources of
law, | just want to give you the ten-cent tour of how the
patent system works so it provides a framework for |ater
di scussi on.

One of the first things to note is that patent
rights do not arise automatically. They have to be

affirmatively sought. That's very different from nost

For The Record, Inc.
Washi ngton Metro (301) 870-8025
Quter Maryland (800) 921-5555



© 00 N o o b~ w N

NN NN R R R R R R R R R
g A W N P O © O N o 00 M W N B O

10
ot her intellectual property rights. Trademarks arise
t hrough use in comerce. There is a Patent and Tradenark
Office but it's just really a registration system for
rights that already exist.

Sane thing for the copyright office. Copyright
arises automatically when | wite sonething down and put
it into tangible form There is a copyright office but
it just registers the rights and provides certain
procedural advantages to copyright registrants.

And that's very different fromthe patent |aw.

In the patent systeminventors must draft applications
that conpletely disclose and distinctly claimthe
invention for which a patent is sought.

And at that time it is presented to the Patent
and Trademark Office and quasi-judicial officials called
exam ners review these applications. First they review
the applications to nake sure that they fulfill this
di scl osure requirenent, that they conpletely disclose the
invention such that a skilled artisan can practice that
i nvention without undue experinentation.

Al so, the application has to distinctly claimthe
invention. It has got to set out the technol ogical
territory. It's got to set out the deed, the lines of
property that the applicant clainmns to be her own.

Now, it also has various substantive
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requirenents. It's got to be new. It's got to be
nonobvious. It's got to be useful. It's got to fall
within the statutory subject matter.

And we'll go through all those substantive
requirenments with nmy presentation and nove into the
others with nmy coll eagues on the panel.

What do you get for your trouble? If you go
through all this effort what is your reward? Well,

i ssued patents ordinarily enjoy a termof 20 years,
measured fromthe date the application is filed.

Now, note, there is no substantive right granted,
general ly speaking, until the patent is actually granted.
So until you actually get the right you don't have any
authority to enforce your patent. So, in effect, every
day in the Patent Office in procurenent is a wasted day.
It takes a day off the term But once the patent is
granted you get the term based upon the date of filing.

And what are the rights that you receive? Patent
proprietors obtain the right to exclude. [It's inportant
to note that the Patent and Trademark Ofice is not the
FDA. |t does not dole out marketing approvals. Wat you
get essentially is a ticket to court. You get a right to
excl ude others from maki ng, using, selling offering to
sell or inporting into the United States the patented

i nventi on.
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In a sense, when a patent issues, all of us have
the duty to avoid practicing that proprietary -- what's
been appropriated through the patent.

The Patent and Trademark Ofice is not engaged in
t he patent enforcenent business. It is up to the patent
proprietor to enforce the right. It is her
responsibility to nonitor her conpetitors, determ ne
whet her infringenment exists, and at that point to
commence litigation. Litigation is wholly in the federal
courts and suit may be brought the date the patent
i ssues.

The scope of patent protection is founded upon
but not limted to the clains of the patent. You recall
that | said that patents have to be -- there has to be a
di stinct set of clains setting up the technol ogi cal
territory.

Protection is founded upon those words but it's
not always limted to it. You get a little bit of play
in the joints. There's a little wiggle roomand it's
call ed the doctrine of equival ents.

If I say | have a chenical process that operates
at approximately a pH of 7.0, well, maybe the court wll
give ne 7.5. Maybe it's approximately 7; they'll give nme
alittle bit nore perhaps. Actually, the doctrine of

equivalents is in a bit of state of decline right now.
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13
But that will be reveal ed by ny coll eagues.
The patent is presuned to be valid. | should say

not invalid is the usual phraseol ogy in patent speak.

But the accused infringer will usually assert, well, I'm
not doing it. | don't infringe.
They will also assert that the patent was

i nproperly granted, that even though the Patent and
Trademark office approved the application that this step
was i nproper because it didn't meet the requirenents of
t he Act.

Per haps, for exanple, there's public domain
information that the Patent Office didn't know about and
so this additional information is brought by the accused
infringer to the court which then assesses anew. But,
agai n, that burden of production and persuasion will lie
upon the accused infringer.

Now, why do we have a patent systen? Well, |et
me say a lot of these justifications have sort of conme
around late. The Franmers didn't really know nuch in the
way of econom cs or technol ogical progress. They knew a
little but they were pretty nmuch foll ow ng antecedents
fromthe British when they allowed this patent systemto
conme out. A |lot of these justifications have been post
hoc.

One is that it encourages invention. |It's said
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that by giving proprietary rights to inventors we
stinmulate individuals to engage in this inventive
activity in the first place. So we're encouraging
creativity.

And not only are we encouraging creativity, not
only do we set up individual incentives, we're setting up
institutional incentives because firnms and markets w ||
devote resources to R&. And they will do that because
t hey know they will get a payoff.

This is said to solve a public goods problem
Public goods like informati on goods are not excl udabl e.
They're also nonrival. | think we can skip that nuance
for the noment. They' re not excludabl e.

They're |ike the lighthouse, or setting up a
police force, or if you did as | lived in a |arge group
house during | aw school, washing the dishes. |[If soneone

doesn't wash the dish, how can we determ ne who didn't do

the washing and if | do wash the dish, how do I know t hat
someone will use the dish and not wash it?
Well, | don't know and as a result |I'm probably

not going to wash the dish nyself. W suspect there wl
be market failure problens of public goods because if |
cannot appropriate the benefit due the invention, if
others can freely copy it, then | won't do the work.

We woul d expect that people would allocate their
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efforts into goods which have excl udabl e properties, for
exanmpl e, |ike manufactured products. So this is said to
sol ve a public goods problem It solves the
nonexcl udability problem by doling out exclusive rights.

It also is said to encourage the disclosure of
information. The chief |legal alternative to the patent
systemis trade secrecy.

Trade secret hol ders are somewhat disfavored in
the patent law. That's because they keep their |ight
under a bushel. They sinply don't tell others the
benefit of the Coca-Cola fornmula or sone other secret
pr oduct .

And that's said sonetines to be detrinental to
t he public good because again the disclosure is not
commodi fied. It's not printed. 1It's not made avail abl e
in the patent instrunment. And when the patent expires
everybody can use the information to advance the state of
the art.

In that vein, it also discourages the wasteful
expendi tures associated with maintaining trade secrets.
It costs noney to build fences and have guard dogs and
have security guards and have safes. And we're not
entirely sure all those expenditures are that efficient
for society as a whole. Best to use the patent system

it's said, because that way we will avoid these wast eful
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expendi t ures.

There's even nore benefits. First, it's said to
coordinate rivalrous R& efforts by conpeting firns
reduci ng the duplicative costs of R& that's conducted in
many firns.

Now, you can inmagine that in a market there wll
be many entrants and nmany of these entrants all over the
world are conpeting to come up with the same nol ecul e or
the sanme genetic material, or the same circuit, or the
sanme anti hypertensive drug.

And we |ike conpetition. W think that's for the
good. But we also sense that there are inefficient races
goi ng on, that many parties are engaged in the sane
efforts. And that's somewhat wasteful. W're alittle
concerned that if that's overdone, then we're not being
as socially productive as we coul d.

So in a sense, the patent system plays a
coordinating function. Once a patent is granted, other
firms and industries say, aha. This firm has got the
|l ead. And they figured this out. Best not to engage in
this effort. O, | can at least inprove upon it. | can
take the information that's already been given and | can
try to advance it nyself but with the sense that perhaps
this other actor has the technol ogi cal edge.

So, in a sense, it plays a coordination function.
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It's called the Prospect Theory where a firmstakes its
claimto a certain, say, drug franchise or sonething |ike
that. So again, the coordination function is said to be
good.

The patent systemis also said to stimulate

mar kets. And that's because w thout property, how many
mar kets can you really have? What the patent system does
is commodi fy information. And once you have a commodity
it can be traded.

You can imagi ne the basic problem An

i ndependent inventor goes to a large firm Hey, |'ve got
a great invention. And the large firmsays, well, what
isit? Well, without a property right the conversation

m ght stop. Sure you can use contracts and have
nondi scl osure agreenents but they're inperfect
substitutes for property because they require privity and
property does not.

So there are several advantages to the property
approach. Again, this reduces the transaction costs in
bar gai ni ng because there are set reviewed property rights
t hat have been subject to expert review that are believed
to be valid patent rights and so we don't have to do
duplicative efforts in determ ning whether a technol ogy
is really new or different or whether it's patentable.

All that is a given. |It's handed to us fromthe Patent
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and Trademark Office. And so we can take that and
bargain nmore efficiently.

It also reduces the need for firnms to achieve
conplete vertical integration. That's the Schunpeterian
hypot hesis, right? Schunpeter, the econom st of
t echnol ogi cal change, his grand prediction. First, he
said get rid of all the |awers but his other grand
prediction was that that we will eventually go to a
communi st or socialist state because firms, if they have
conpetitors in their industries, will never do an opti mal
| evel of technol ogi cal advancenent because they don't
know that their firms won't sinply steal their
i nventi ons.

Wel |, Schunpeter didn't really think a | ot about
the patent system because it turns out smaller firnms can
appropriate their inventions. And they don't have to be
conpletely vertically integrated. They don't have to do
the basic R&D. They don't have to get the invention to
mar ket. They don't have to do the advertising. They
don't have do the warranties. They don't have to do the
service. They don't have to do the sales.

They can do part of that and then they can sel
these rights to another who can do the rest of the
product or do the rest of the business that the firmin

that industry needs to do.
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So again, the patent systemis said to reduce
incentives for vertical integration. And that's good.
Antitrust |awers tend not to |like conplete vertical
integration, at least that's what I'"'mtold and so that
can be for the good.

Well, those are all the good things |I've told
you, or sone of the good things to which credit for the
patent systemis given but there's also been sone
negati ve comentary.

In fact, it's really the first tinme since the
Great Depression you can actually read about the patent
systemin the popular press. And |I would say the |ay
public doesn't seemthat enchanted with us. In fact,
there doesn't seemto be any legal limt on the nunber
times "patently absurd” can be used in a journal or
edi torial hype.

And why is that? What are people telling us

about this? Well, it's said to increase industry
concentration. It creates barriers to entry. The patent
systemis best played by the wealthy. 1It's best played

by | arger conpani es because it's a specialized regine
t hat involves a | ot of expertise.

And so this expertise often doesn't conme cheap
and that nmeans that a |large nunber of firnms in

establ i shed industries often have massive patent
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portfolios built up, massive property estates, suites of
evergreen patents. And it's hard for newconmers to conme
in and get that edge.

It attracts speculators. Sonme would say the
Patent Office is a very porous agency and patent damage
awards in patent cases are very high. That's a gane
that's ultimately irresistible and it's a gane people
want to play the patent gane rather than engage in nore
soci ally productive activity. They would prefer to
basically set up patent mlls where the product is
patents or dust off the dormant patent portfolios of
ot hers and assert themin quasi-chanpertous endeavors.

So these are concerns that have been articul at ed.
The patent systemis also a gane industry can't afford
not to play. Once an industry has said you're in the
patent system Hello, business nmethods, you're in the
pat ent system

If you're a participant in that industry you
can't just say |I'mnot going to participate in the patent
system | refuse to be a part of it, because others are
going to start getting patents and when the patent is
asserted agai nst you, you're going to need sone kind of
defensive property right to have a little bit of a
bar gai ni ng position at the table.

You cannot afford not to play. You nust play as
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soon as one of your conpetitors starts playing. So
everybody has to cone in. |It's not sort of a high road
to the patent system You take the | ow road of
necessity.

It has in terroremeffects upon innovation. |It's
felt that perhaps if the Patent Office is too porous,

t hese property rights will cone out on inventions and the
patent was just inprovidently granted. It ought not to
have been granted.

Well, you mght feel pretty strongly a patent
shoul d not have been granted but it's not costless to get
t hat grant overturned. The patent is entitled to
presunption of validity and to overturn that effort
i nvol ves a great deal of resources.

So rather than do that -- because it's been said
that conpanies will often just not engage in the activity
to which that patent pertains. And that obviously
entails certain social costs.

There's a unified patent bar. Unlike the |abor
bar where there's the managenent group and there's the
uni on group and once you're sort of in one of those firns
you're not really going to cross the street so readily.
The other side won't hire you.

And when there's discussion there's a very robust

debat e between these adherents who have their conpeting
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views. That's not so for the patent bar. Most accused
infringers are al so patentees thenselves. That's because
everyone's on the cutting edge. That's why you're being
sued.

And patent attorneys represent one client whether
they're the aggressor or the accused infringer. So the
patent bar tends to |ike patents. Once they're in it
tends to sort of help their business to sone extent. At
| east that's the common consent of the conplaint. And
there's not a | ot of robust debate.

Al so the patent systemis a rarified discipline.
It involves certain |egal and technical qualifications.
It was and perhaps still is a very obscure discipline.

So there's nore of a guild mndset, | think, than sort of
ot her areas of public |aw.

Some m ght say the agency and the court have been
captured. The granting agency perhaps has nore workl oad,
nore flow, nore regulatory ability, the greater the anbit
of the patent systemis.

And that nmay also be said to be so for
speci alized appellate court. W lack the | aboratory of
many different courts of appeals weighing in and having
their views percol ate about and eventually they cone to
the Suprenme Court which resolves it for the good.

Everything is sort of done at this |ower plane and
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per haps that doesn't create a great deal of dial ogue.

There's al so a great deal of public goods
probl ens associated with chall engi ng i ssued patents.
Suppose we're all conpetitors in one industry and | get a
patent. \Which one of you will act as the chanpion of the
i ndustry, stand up and try to invalidate ny patent?

If you do, I'Il probably sue you for
infringement. Why are you doing it? You nmust have sone
interest. And if you do all that work, once the patent's
i nval i dated everybody gets the benefit. Once you do the
wor k your conpetitors can sinply start marketing the
once- pat ented good thensel ves.

So there's a | ot of public goods problens there
too. And so there often aren't the incentives to
chal |l enge issued patents. Best to let themlie. The
short of the long for the pros and cons is that it's very
difficult to quantify the social costs and benefits of
the patent system That's a reality.

A lot of these conmplaints are very qualitative.

We don't know what woul d happen if we extended the patent
term by one year, if it becanme 21 years. W just don't
know. We have no idea. Econom sts just haven't given us
a lot of information that is useful. Innovation is very
hard to pin down.

| think the best comment | have heard yet is that
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we don't have enough information to today abolish the
patent system nor do we have enough information if we
didn't have a patent systemto start one. W're sort of
stuck in this stasis because we just don't have a | ot of
quantification on what we have done. So take that.

|'d al so say a | ot of the conplaints about the
patent systemtend to call not for its rejection but for
its refinement. So in all events, those are sone of the
pros and cons.

Let me weigh in and do some of the substantive
requi renments of patentability. So I'm nmoving now from
the policy, the big vision, and I'mgoing to walk into
t he weeds and say here are sonme of the requirenments to
get a patent. So here we go.

I am going to tal k about four substantive
requi renments that occur and three of the 1952 Act
provi sions: statutory subject matter, utility, novelty,
and nonobvi ousness.

Now, these are the four, the principal four
substantive requirenents. Now, it's not enough that your
invention neets the requirenents. You have to fill out a
patent application with certain disclosure and cl ai mng
requi renments too. But I'mgoing to pass that on to ny
col | eague in the panel.

So let's tal k about statutory subject matter
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which | think is probably one that may be best known to
peopl e who woul dn't count thensel ves as patent wonks.

Section 101 says that a "process, nachi ne,
manuf acture, or conposition of matter"” may be patented.
Those broad words have very few inherent limtations.
Look around you and if anyone sees anything that's not a
conposition of matter, please let me know at the break

How about a process? What's not a process? \What
action, behavioral engagenent, activity that you can
think of is not a process? They' re all processes, you
know, how to prepare to give a speech. That's a process.

And | can articulate that in the fashion of a
patent claimand try to get proprietary rights init. |
mean, that's just a reality. The words don't exude
limtations on what can't be appropriated through the
pat ent system

But nonet hel ess, the courts gave it a shock, at
| east for a while in the history of our country. Now, a
| ot of these decisions are really old. They're sort of
19t h-century deci sions and judges seened a little bit
more confident of thenselves than perhaps they are today.
They just said it. They often didn't give a | ot of
reasoning. But they just said certain things aren't
patentable and that's the way it is. And there wasn't a

| ot of | ogical devel opnent about why not.
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So what devel oped are sort of a series of
tradi tional exceptions to patentable subject matter.
Laws of nature. We didn't get a |ot of hints on sort of
who or what nature was and what her [aws were but it
said, well, you couldn't patent the |law of gravity or
sonething like that, something that was just discovered
rat her than invented.

The Constitution says discoveries but anyway
that's what the court said. Abstract ideas, sonething
that's sort of an abstract, sonething that was too nmuch
of a breadth of thought that didn't have a particul ar
enbodi nrent, that too was said not to be patentable.
We'll talk a little bit about that nore when we get to
the utility requirenent.

The courts have said, well, patent |aw is about
downstream products not upstreamideas. And there are
sone problenms if you had an upstreamidea. Let nme hold
of f on that.

Mat hemati cal algorithns with no practi cal
application just abstract ideas, too fundanental to
techni cal progress for one to appropriate.

Ment al steps, sonething done through head and
hand, not patentable. It had to be some kind of machine.
This wasn't about sort of inchoate behavior.

Printed matter was said not to be patentable.

For The Record, Inc.
Washi ngton Metro (301) 870-8025
Quter Maryland (800) 921-5555



© 00 N o o b~ w N

NN NN R R R R R R R R R
g A W N P O © O N o 00 M W N B O

27
It's like well, we have got this copyright law and if you
have sonme kind of work of authorship we ought to head
them over there. That's a different set of rights and
responsibilities and you really shouldn't get both. You
sort of should pick one and we're doing the picking. And
you're going over to the copyright system

And of course the favorite one that's had a | ot
of recent notoriety is method of doing business. Methods
of doing business, they're really a matter of soci al
observation. They're not quantifiable.

If you went onto a university canpus you really
woul dn't go to the science department. You wouldn't go
to the physics or chem stry or biology places. You would
go over to the business side. And so that's not
technical. That's not sonething that shoul d be
patentable. It can't be reliably repeated.

My met hods of doi ng business, for those of you
who were sort of outside the debate, I'll give you an
exanpl e, one of ny favorites. Pricing on the 9s. You
know, it's really hard to buy something for $10 in this
country, don't you think? Everything s $9.99.

And obviously, it's supposed to m slead gullible
consuners who think they're paying less than they really
are. And of course, | guess |I'm anong them because |

just bought a tank of gas last night. If you think about
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the nine-tenths. 1In Japan it's eight. | don't know why
eight. | think it's considered a |ucky nunber as the
closing digit.

It's also said cashiers have to nake change, and
actually would have to dip into the cash register rather
t han just pocketing the nmoney. |[It's supposed to prevent
fraud, method of doing business, right, patentable or
not .

Probably when it was invented there's a |ot of
antecedents that are said to go to pricing on the 9s but
probably not patentable then. | would say probably
pat ent abl e today, if indeed, it met the other
requirenents.

We have seen a | ot of broadening in this area.
The patent system has becone increasingly anbitious in
its grasp. Again, the patent systemwas traditionally
about biol ogy, chem stry and physics, the engineering
di sciplines associated with it.

Now, virtually every human endeavor | can inagine
is subject to private appropriation through the patent
system There are no really inherent limts as to
di scipline, as to what can be patented.

In a sense, the patent system has beconme the
ultimate regime of private regul ati on where one

i ndi vidual basically gets fromthe Patent Office a cause
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of action in tort that it can enforce against its
conpetitors for 20 years. That's the basic thrust of
what |'mgoing to tell you now.

One of the phrases that's a very common nmantra in
our systemis "everything under the sun made by man" may
be patented. That supposedly was part of the |legislative
debate associated with the 1952 Act. And as you can
suspect that's a very capaci ous phrasing. There's not
much that's w thout that |anguage.

Now, why does this matter? | nean, who cares?
We' ve got these other requirenents. This is just one
step in the road, right, one gatekeeper. Wy does it
matter if it's a porous gatekeeper?

Well, it matters because the patent |aw offers a
robust property right with few restraining principles.

It basically is an in remright. |It's a property right.
And unlike, say, the copyright Iaw, copyright you have to
copy, you have to derive to be an infringer. The
copyright |Iaw neans what it says. It protects against
copying. But that's not so for the patent |aw.

Even an i ndependent inventor, soneone who didn't
know anyt hi ng about that patent, soneone who didn't even
know about the patent system they can be held to be
i nfringers.

You can bring a patent suit the day a patent
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issues with no notice, opportunity for coment, all the
protections of adnm nistrative |law that as |awers we're
used to. None of those attach to the patent system You
can bring a suit the day the patent issues.

It matters what industries we tell are
pat ent abl e, have patentabl e advances. |It's inportant.
There are very few allaying doctrines that aneliorate the
thrust of this right.

Copyright law has a fair-use privilege so | can
guote for purposes of news reporting or comentary. But
that's not so for the patent law. There is no fair-use
privilege. There's no experinmental use privilege, at
| east beyond a very nascent, ill-devel oped principle from
a few early cases in the 19th-century. You're not
all owed to experinment. That too would be an infringing
act .

And there's no effective m suse doctrine. M suse
is sort of a pre-antitrust doctrine that essentially acts
like antitrust. It was nore broad, no narket power
showi ng, for one thing. But that too doesn't pertain
anynore. All these doctrines have been stripped.

So it matters what we put into the patent system
This isn't something that |ike copyright law, oh, let's
let it in. W've got fair use. W have these compul sory

li censes. That's not true in the Patent Act. There are
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none of these restrictions.

Once an industry is subject to the patent system
again, participants in that market get the ability to
regul ate each other. That's what the patent system does.
It's a system of regulation. And | think careful thought
ought to be had about whether different industries should
be associated with this or not.

Now, sone exanples of the broadening trend -- or

just two cases. There's a lot of cases. One is Dianmond

v. Chakrabarty. And this was Annanda Chakrabarty's oil -
eating bacteria that you would pour into a harbor, for
exanpl e, the waters of a harbor, and eat up oil slicks.

And there was a | ot of discussion whether |iving
i nventions should be patentable subject nmatter or not.
And the Suprene Court said in a very robust case in 1980,
very magi sterial opinion, that they were. Just because
sonething is alive doesn't nmean it can't be patented.

What about conputer software? Well, that's been
a notorious point for the U S. case |law. Software | ooks
like text so it looks |like script, witten material that
woul d be subject to the copyright law but it's really a
machine. It's a machine that is built with text.

And as a result it's sort of functional as a
machi ne too. So there's been trouble about whether we

ought to put it in copyright or patent. And the
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copyright was decided rather early on. The Federal
Circuit said well, patenting is okay too. And then one

case was In re All appat.

Let's tal k about nethods of doing business
because | think that's probably nost inportant to the
ki nds of things that are done or are of concern to
antitrust lawers. And also it's the nost recent
devel opment. You probably have heard somet hi ng about
this.

Traditionally, not patentable or at |east | would
say there's a good body of law that said it was not. In

Ex parte Abraham which is a Patent Offi ce comm ssi oner

opi ni on, says there's no patents for nethods of
bookkeepi ng.

In a CCPA case, that's the Court of Custonms and
Pat ent Appeal s, a predecessor court to the Federal
Circuit, that court said that the Constitution opposes
exclusive rights to engage even in ordinary business
activities.

It referred to the Statute of Monopolies, a
predecessor or sort of real starting point for common | aw
patent systenms. And the Statue of Monopolies was, in
part, really notivated by the Crown doling out exclusive
rights in business nethods. And Parlianent put a stop to

it. And this court in 1951 felt that the constitutional
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| anguage reflected that notivation.
Judge Rich, a fanpbus Federal Circuit judge,
really a |l eading patent jurist, who later wites the

State Street Bank case, wote in a law review article in

1960, no patents for one of the greatest inventions of
all time, the diaper service. Wat he was referring to,
| think, was sort of the trucks of cloth diapers that
woul d be delivered and picked up on a routine basis.

So these were the traditional views, not
pat ent abl e subject matter. But these traditional views
ran into the broadening trend for patentabl e subject
matt er.

Now, Signature obtained a patent, and Signature
is a player in the financial services industry, they got
a patent on a data processing systemand |'m quoting from

the claim "for managing a financial services portfolio
establ i shed as a partnership."”

Now, the financial services portfolio was a so-
call ed master feeder fund, a fund of funds. And it turns
out that the I RS and Congress have given certain tax
benefits to master feeder funds if certain accounting
regul ati ons are conplied wth.

So if, for exanple, on a daily basis you submt

profits and | osses and ownershi p and how nmany shares, et

cetera, can be done. You do that on a daily basis you're
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treated as a partnership which neans one-pass taxation as
conpared to, say, a corporate nodel where there's double
taxation. So that's the concept.

So what Signature did is invented a very robust
conmputer systemfor tracking that. Many of these funds,

t hese master feeder funds are huge. So if you nean to
conply with the regulations and either hire a Rain Mn,
you know, an idiot-savant who can do it for you every
night in his head, or you' ve got to get a big conputer to
do it.

Now, what Signature's claimsaid was |'ve got a
conputer and it can performthe follow ng functions. And
the functions are cal cul ating ownershi p, calculating the
profit and | oss each day, cal cul ati ng what percentage of
what i s owned.

And if you look at the Treasury regul ations
they're really alnost the sanme. |t seens pretty clear
t hat whoever drafted this patent claimread the Treasury
regul ati ons and then put a conputer for doing the
Treasury regul ati ons.

And that was the claim |It's a very broad
functional claim It's a conputer but it's not draw ng
structurally how the conputer is organized. It's defined
by what the conputer does.

Now, Signature went around telling -- at least it
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is reported that Signature went around telling other
nmenbers of the industry well, if you' d |like to get this
tax benefit, you really ought to buy ny conputer. Oh,
and by the way, we have a patent if you don't.

So State Street Bank, another player, brought a
decl aratory judgnment against Signature. Well, the trial
court, Patti Saris, struck down the patent on two
alternative grounds. One is it's math. You're just
doing math. You're just doing accounting. And it's very
sinple math. It's kind of unworthy math. [It's just
arithmetic.

Second, it's just a nethod of doing business.

Remenmber Ex parte Abraham and net hods of bookkeepi ng?

Well, this is just a nethod of bookkeeping and that sort
of thing ought not to be done through the patent system

And on appeal the Federal Circuit reversed the
trial court in very sweeping | anguage. This was not a
narrow case on very narrow grounds. Very broad and
robust | anguage was used that really sent a shockwave
into the patent community.

Judge Rich says, Well, patentable subject matter
shoul d focus on the essential characteristics of the
subject matter, in particular its practical utility. And
he reasoned the transformation of data by machi ne t hrough

mat h produces a useful, concrete and tangible result and
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is therefore patentable.

So basically, that seens to be the test, a
useful, concrete and tangible result. If what you're
claimng does that, it's patentable. That seens to be a
pretty lenient stricture. |If it's not useful, why get a
patent on it?

And as we'll see, there's this separate utility
requi rement that seens to be the same thing. It seenms as
if this patentable subject matter has been coll apsed into
the requirenment we'll tal k about next.

But the case goes on and says, well, not only is
it not math, we're going to get rid of the business
met hod exception because it's ill-conceived. He said
whet her an invention is patentable should not depend on
whet her the subject matter does business instead of
sonet hi ng el se.

Well, there's been a | ot of repercussions. The
fact is a lot of industries have noved froma trade
secret nodel to a patent nodel. OF course, since they're
enbodi ed i n computer hardware the Internet-based business
community went over imedi ately because there it sort of
| ooks i ke technology. [It's got circuits and there are
interfaces and so it | ooks a lot |Iike what was patentable
bef ore.

One of the nore fanpus cases is Anmazon.com one-
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click patent. \What the patent clains is a method of
selling an itemon the Internet and what you do is first
you' re supposed to put in or give the system sone sort of
i ndi cia of paynent, so your credit card nunber, and al so
identification indicia, your nane and address.

And at that point you are then enpowered through
a single action, like one click of a nmouse button to
order itens on the Internet.

So Amazon gets this patent Septenber 1999. They
filed suit against the rival e-tailer,
bar nesandnobl e. com and get a prelimnary injunction from
the Seattle district court on Decenmber 1st, 1999 on the
eve of the all-inportant holiday shopping season.

Now, the Federal Circuit declined to intervene
but eventually on February 14th, 2001 lifted the
prelimnary injunction reasoning that the patent was
probably inprovidently granted.

This encountered a great deal of criticism Has
anyone here used a vendi ng machi ne? Have you given the
system i ndicia of paynment and then did one-click
ordering? | sure have. How about a bar tab? Hey, give
me another. Right? | nean, is putting it on the
| nternet patentable? |s sonmehow placing on a conputer
everyday business activities the sort of thing that we

ought to do?
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There's al so concerns over consuner | ock-in.

Patents don't have to be enforceable that 1ong to have

significant market price effects. [If | ama custoner,
and |'m an Anmazon.com custonmer, | know where the search
wi ndow is and I know how it worKks. | have entered in the

addresses of ny cousin from Kansas City and all this sort
of thing.

If I1"mgoing to buy them sonething | just go to

Amazon. | don't go to other places. Plus, | |ike one-
click ordering. So, okay, I'mlazy. | |ike one-click.
And only one conpany can do it. So I'll go to Amazon and

|"'mgoing to enter in |aboriously nmy credit card number
and addresses.

Even though the patent fades, I"'mstill going to
stay with that one conpany because sone rel ationships are
sticky and you stay with that conpany. So this kind of
| ock-in means that you don't really have to have the
whol e 20 years to have sone value in an excl usive
i nterest.

Now, the patent -- | often like to let patents
speak for thenselves and if tinme allowed and | was nore
Power Poi nt savvy | would have done what ny col |l eagues
appeared to do and scanned in sonme cover sheets and sone
pat ents.

But rather than poke fun at anyone else's
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proprietary right at this point I will sinply note for
you that the patent system has beconme very ambitious at
this point, accounting, aesthetic arts, methods of
pai nting, architecture, finance, |egal conpliance,
mar ket i ng.

I don't know that the patent has issued but |
have actually heard that there is a patent that's been
filed on a nmethod of determ ning whether regulatory
authorities will approve your nerger. So | don't know if
they | ooked at the nerger guidelines and went fromthere
but I've heard that that has been sought.

Agai n, the patent system seens to be the ultimate
system of private regulation. There is no industry that
seens to be wholly exenpt fromthe patent system And
t hat has certain consequences. These decisions nmay seem
|i ke an obscure issue but it matters in ny view.

Let's nove on to the utility requirenment. | said
bef ore somet hi ng has got to be patentable subject matter
but it also has to be useful. It has to fulfill this
utility requirenent.

And generally that's a very | enient standard.
Sonmet hing has to be mninmally operable for a known use.
It doesn't have to be better. Have you seen all those
television commercials? It's our patented fornula.

Well, they're not really telling you very nmuch. It
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doesn't have to be better than the prior art; it just has
to really be different. That's what the patent systemis
all about.

The patent systemis generally not considered the
pl ace for technol ogy assessnent. It has to be different
but it doesn't necessarily have to be better or
considered to be better in particular domains.

Now, actually, | nust say of ny three coll eagues
here I"measily the least-qualified to speak on this
because | think I"mthe only one without a Ph.D. for one
t hi ng.

Actually, of nmy three colleagues, I'mthe only
without a Ph.D. in the |life sciences or biology. But
"Il give it a fair shot. Mybe it's ny advantage
because |'m nore on the lay person's |level and they can
pi pe in as they w sh.

The utility requirenent plays a larger role in
unpredi ctable arts |like biotech and chem stry. And the
reason is there in those fields further testing is often
needed to determ ne whether a conpound that was devel oped
has actually any uses at all.

Now, ny background is electrical engineering, so
| would sort of go trotting off with ny circuit and it's
a predictable art. | would know what woul d happen if |

put a resistor in a certain place in the circuit but
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didn't know that well; | wouldn't say | was that
accomplished at it. But anyway, | can figure it out.

That's not always so for, say, pharnaceuticals.
Suppose |I'm a pharmaceutical conpany and | have a drug
that is a great anti hypertensive agent but it al so nakes
people |l ose their hair and it has other problenms. Well,
what should | do?

Well, what | mght do is take that conpound and
tweak it a little bit, change its structure a little bit,
and see if | could still have the beneficial properties
wi t hout the bad.

Now, when | do that, chem stry is a very
unpredi ctable art, at |east sonme of its disciplines. You
shoul d see polymer chemstry. | think that's the real
bl ack art and nobody knows really what's going on in it.

But if you tweak the shape of the conpound its
behavi ors may becone very different. It may no |onger be
an anti hypertensive. It may be inert. 1t may have ot her
properties. And figuring out what exactly it does is
going to require sone further testing.

So you don't really know whether it's useful or
not but you'd like to get a patent on it as soon as
possible. You'd |like to file the patent application
pronptly because maybe your conpetitors are doing the

sanme thing and you don't want to be whipped in the race
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to the Patent Office.
So what happens? Well, when they seek patent
protection a little prematurely the utility standard may

intervene. The leading case is Brenner v. Manson.

Brenner is the patent comm ssioner. Manson is attenpting
to get a patent on a nethod of nmaking a steroid that was
simlar to a known steroid with tunor-inhibiting
properties.

But at the tinme he filed his application Manson
actual ly didn't know whet her his adjacent honolog, this
very simlar steroid, really did anything. It was close
to sonething that did work but he wasn't really sure if
his did anything in particular. He hoped it did.

What did the Supreme Court say? Well, it upheld
the rejection of the application. And probably the key
line fromthe opinion is, unless and until a process is
refined and devel oped to this point where there is a
specific benefit that exists in currently available form
there is insufficient justification for permtting an
applicant to engross what nay prove to be a broad field.

So again, specific benefit, currently avail able
form \Why does this requirenent matter? Well, we're
concerned about patenting too close to the | aboratory
bench otherw se concerns arise over the tragedy of the

anti -comons.
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I know in particular Scott Chanmbers has had sone
views on this, but nost of us, if we have science or
legal training, are famliar with the tragedy of the
commons, that is why are whales, for exanple, endangered?

Wel |, because no one has a property right in the
ocean. So no one has incentives to be very judicious in
their harvesting of that crop. |It's best just to get in
and take what you can. If you're judicious and only take
so many, who knows what the next whaling ship or the next
country will do. So as a result, there's no property.
There's overexpl oitation.

It could be so as well for patents for the anti-
commons problem And that is too many property rights,
underexploitation. |If we allow too many people to get
patents too early on on upstream ideas or upstream
intermedi ates that are not related to the final product,
there's going to be a lot of property rights to try to
get anything on the market.

You m ght have to deal with five or six other
people. That leads to a |lot of inefficiencies because of
bargai ning that is necessary to get a product in, plus a
| ot of people will have their hands in the purse. Plus,
if there's five patents on sonmething by five different
parties and you manage to get four of themin your

bargai ni ng, what's the fifth one going to do? Well, gane
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t heory teaches us they're going to engage in hol d-up
behavior and try to get a bigger cut.

So there's sone problens. So if we have too nany
property rights, we're worried about the anti-commons.
Agai n, the patent system has traditionally been about
downstream products not upstreamideas. And so we're
trying to enforce that nore by saying sonmething has to be
useful. There's all that thing about transaction costs
and hol d-up rights.

Well, the rigor of the utility requirenment has
just been up and down. This has really been a conpl ex
story but there's a case fromthe Federal Circuit called

In re Brana, 1995, that's probably that court's | eading

utility case. And it seens nuch nore i nmmedi ate than

Brenner v. Manson and surprisingly it doesn't even cite

Br enner v. Manson.

But what it said in that case, it was also a
t unor-i nhi biting conpound, and the court says, anong
ot her things, well, there's nothing inherently
unbel i evabl e that chem cals can be used to cure cancer
So let it up. And that seens nuch nore flexible than
what the Suprene Court had said earlier

The PTO has put out two utility guidelines on
this, or they have revised themtwi ce in recent years.

And, actually, again, Scott is very know edgeable in
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this. But the first phase was nore in keeping with
Brana, nore liberal. But the second ones that have cone
out nmore recently seemto be nore robust and seemto be

returning to this Brenner v. Manson format.

An interesting issue is will the Federal Circuit
uphol d those guidelines? But what do those guidelines
say in a nutshell? And again, |'mgoing to nove quickly
because | think my coll eagues can speak better to it.
Under the new, inproved utility guidelines, the applicant
has to denonstrate either a specific substantial and
credible utility or a well-established utility.

And what this neans is the utility that's
menti oned cannot be at a very high |level of abstraction.
You can't say, well, mne is useful for research or this
cl ass of conmpounds has been very hel pful in this area.
It's got to be specific to that conmpound and to its
specific detail ed use.

Al so, you can point to a well-established
utility, if something is well-known within the art. One
thing is you only need to have one utility. Suppose you
come up with nitroglycerin and you say, you know, it's
useful as an explosive. So you get a patent on that for
the period. |If someone else realizes later nitroglycerin
is a wonderful heart nedication, your patent still

reaches to its uses as a heart nmedication until it
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expires. You only need the one use to get a patent for
al | purposes.

Vell, that's utility.

MR. COHEN: Before you nove off utility, perhaps
if you could just -- you or Scott or Lawence or any of
you -- would like to give us just perhaps a quick exanple
of each of the three standards, the specific, substanti al
and credi ble, sonmething that wouldn't neet that.

PROF. THOMAS: Scott, could you do that? [|'m
getting tired of hearing nyself talk.

DR. CHAMBERS: For a specific utility you can
t hi nk of sonmebody, and this was actually from a case,
they applied for a patent and their claimed utility was
for its biological use.

It was a particul ar conpound that was going to be
used in the body but they didn't say what that bi ol ogical
use was. It was too general. It wasn't specific enough.
And t he CCPA, which was the predecessor of the Federal
Circuit, said it's not acceptable to give sone
generalized use. It's got to be specific.

I f soneone said in the present context, | have a
very precise sequence of DNA. Here is the sequence. And
| can use it as a carbon source for bacteria. Well, gee,
that's not specific enough. The fact that you can use

anyt hing that has carbon in it as a carbon source is too

For The Record, Inc.
Washi ngton Metro (301) 870-8025
Quter Maryland (800) 921-5555



© 00 N o o b~ w N

NN NN R R R R R R R R R
g A W N P O © O N o 00 M W N B O

47
general i zed.
Now, for a credible utility, it would be

sonet hing that would be when you stated it it would be

pretty clear to one of ordinary skill that it was not
credible. | have a particular conmpound. It restores
yout h.

Well, that sounds a little odd. It nay be that

there are certain vitamns that can help with the
strength of a nenbrane. There can be a |ot of things
that go to restoring youth but a sinple pill that's going
to restore youth, that sounds a little incredible.

And as far as the substantial utility, if you
created a transgeni c nouse and you said, |'mgoing to use
this mouse as snake food. Well, that's not really
substantial utility. Any nmouse will do that. There's
not hing that separates that. So those would be three
general exanpl es.

MR. COHEN: Terrific.

PROF. THOMAS: Okay, great. Let nme march on then

and do the novelty and nonobvi ousness requirenents. Now,

to be patentable an invention nust be new. | think
everybody realizes that. |It's got to be new,

But what does new really nmean? Well, it really
just neans different. |It's got to be different froma

single source of public domain know edge. That's the
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concept. It has to be different in at |east one
di mension froma single reference that's come before.

Now, when | say public domai n know edge,
regrettably that is not easy to determ ne under U S. |aw
There's a very conplex and subtle definition. And that's
given to us in Section 102. This isn't the place to go
t hrough Section 102 in detail.

When | do it in ny class | call it The Long March
and spend about a third of the semester wendi ng through
every nook and cranny of a statute that really is not in
a very good |l ogical order and as subsequent patent acts
cane al ong Congress sort of shoveled a new provision on
at the end. And they kind of overlap a lot and it's
tricky.

But a couple of fundanental notions will get you
a long way. One is that the U S. is a first-to-invent
system And that neans we're very concerned about which
party was the first in the real world, in the |aboratory
bench, in the garage, wherever, to actually have invented
what's being clained. And so that is the general rule.

First, if there are two conpeting inventors who
file at the sane tinme, roughly at the sanme tinme for the
same invention, the first to invent in the real world is
the wi nner.

It's very different than for every other patent-

For The Record, Inc.
Washi ngton Metro (301) 870-8025
Quter Maryland (800) 921-5555



© 00 N o o b~ w N

NN NN R R R R R R R R R
g A W N P O © O N o 00 M W N B O

49
granting state which basically says the first person to
file at the Patent Office. So again, other countries say
it's the first person to get to the Patent Office
prevails. In the US. it's the first to actually have
done it in the field. Wen sonething is filed is hel pful
but it doesn't control the issue.

Now, in addition, if there's a reference that
conmes out, say a journal article that discloses the
invention, and the inventor files |ater, say the day
after, if she can show that she invented prior to that
reference date, she can antedate the reference and that
reference will not apply either as public domain
know edge.

There's a problemwith first-to-invent systens
and that is that there's not nuch incentive to file a
patent application in a first-to-invent system because
once you're the first inventor you've got it. You're the
one. |I'mthe first inventor.

So you could just sort of hold back, not file,
wait until sonebody else invents it and files and then
claimyour right at such tine. You can be spurred into
filing but if you're the first inventor, you' ve got the
status, right?

So the Patent Act has to sort of account for that

and one way it does that is through the statutory bar.
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And this is good old Section 102(b). And what this says
is, if certain acts occur nore than a year before the
filing date, the patent will be barred. It will be
rejected.

And what are the statutory bars? Well, they are
public use or sales of that invention in this country, in
the United States, or the invention was subject to a
patent or was described in a printed publication anywhere
in the world.

Now, these sales, uses, patents or publications,
they have to be, to be defeating, they have to be
enabling. In other words, it's not enough that if
soneone actually cones up with a transporter, wow, let's
transport people down fromthe ship to the surface of the
pl anet, the Star Trek show is not going to hurt that
patent because it's not enabling. |It's speculative and
it doesn't describe howit can be done.

So it has to have this teaching. There has to be
a full teaching how to practice the invention. And in
sone arts, predictable arts, nechanical engineering or
sonet hi ng the teaching can be pretty light. But in the
unpredi ctable arts there has to be nore showi ngs. So
sonething like biotech or chem stry, nore.

Now, the patent systemhas a difficult series of

rules interacting with trade secrets. And these also are
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not easily digested. They're not really anenable to
qui ck sunmary. But the short is the patent system
doesn't |like trade secret holders. It flip flops
dependi ng on who the trade secret holder is.

If I"mthe patent applicant and | comercially
used the invention as a trade secret for nore than a year
before I file, I"'mbarred but if |I'mthe patent applicant
and it is learned that sonmeone el se used the invention as
a trade secret, | get ny patent and that other person
beconmes an infringer. So we incent trade secret hol ders
to get into the patent system pronptly.

The risk of a trade secret holder is that an
i ndependent inventor cones along |ater, gets a patent and
renders that individual an infringer. So that's
sonething to remenber. The patent system doesn't really
li ke trade secret holders that much and so their trade
secrets don't defeat the patents of another but at the
sane tine if you're a trade secret holder you yourself
are unable to get a patent if you comercially used for
more than a year before the filing date.

There's an even trickier rule which is Section
102(e) and this rule says that U. S. patent applications
that issue fromthe Patent Office have a prior art effect
of this date, not of the date they issue but the date

they were filed.
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And what this nmeans is when | file an application
the Patent Office traditionally kept all of the
applications secret. | think we'll get nore into that
with ny next coll eague. These were held in secret. Once
the patent issues it has a prior art effect of this date
of the date it was filed.

And this was done in the famus M burn case and
actually Justice Oiver Wendell Hol mes Juni or canme up
with this rule or at |east proved the rule. And what he
said is delays of the Patent O fice ought not to cut down
on what was done.

So the processing tinme between the tinme an
application is filed and the time it is published and
formally issued are basically ignored. This creates a
category of secret prior art of pending applications as
they wend their way through the Patent Office.

Wel |, some of those points are pretty technical.
Let's nove on to nonobvi ousness which is the | ast
requirenment, nmercifully, that | will dangle in front of
you. That's Section 103. | said that novelty is fairly
strict but nonobviousness is a nore general requirenment
and to be honest at this point for nost inventions it's
the nost significant gatekeeper to patentability.

Sure, in biotech and sone chem stry areas utility

is probably nore inportant but for nost inventions -- or
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at | east as inportant -- but for nobst inventions
nonobvi ousness is what is really going on.

It's a funny term but what is says is, under
Section 103, no patent may issue "if the differences
bet ween the subject matter sought to be patented and the
prior art are such that the subject matter as a whol e
woul d have been obvious at the tine the invention was
made to a person having ordinary skill in the art..."

So | ooking at what a skilled artisan in the field
woul d know, would she be able to cone up, using public
domai n know edge, with the invention. [It's not enough
that the invention for which patent is sought is just
strictly different in one way fromone reference in the
prior art. It's got to be, in addition, nonobvious over
that state of the art.

Now, this allows reference conbination. The
pat ent exam ner could take a teaching fromone reference,
a journal article, a teaching froma prior patent and, if
there's notivation to conmbine themw th a reasonabl e
probability of success, put them together and say, you
know, if | take this reference and this reference, it's
just taught everything you're trying to do. And that
woul d be a ground for rejection.

Now, nonobvi ousness descends from an earlier

requi rement which was called invention. Don't use the
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word invention in this context around patent attorneys
because it's sort of become a dirty word in the
community. This was just a very anorphous and vague
st andar d.

Sone court said you had to have a flash of
genius. If you were plodding in a research | aboratory
and after slow experinentation and use of a | ot of
resources and came up with the invention, that's no flash
so not patentable.

Synergy, the parts of the conbination have to
sonehow achieve a result greater than their sumwhich is
pretty hard to do other than in rhetoric. There had to
be somet hing unexpected or exciting. | think that case
had to do with floor tile and the court said there's
really not that much unexpected or exciting about fl oor
tile.

One court even called it, | think it was Judge
Hand, called it that inpal pable sonething which didn't
really give industry a lot to go on when they were trying
to figure out whether to file a patent or not.

So Section 103 negates that standard. | went a
little fast. But Section 103 negates that standard and
says well it doesn't really matter how the invention was
made. You don't need flash; you don't need synergy. The

standard i s nonobvi ousness.
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Now, the big case on this is the G aham case from
the Suprene Court. And the court said, well, let's put
sone flesh on the bones of Section 103(a). It says we
have to judge nonobvi ousness fromthe perspective of a
skilled artisan but we should | ook at these four factors:
scope and content of the prior art, differences between
the clainmed invention and the prior art, the level of
ordinary skill in the art, and secondary considerations
such as comercial success and long-felt need of the art.

Scope and content, again, what does the public
domai n know edge teach. What are the differences between
t hat knowl edge and what's being clainmd. Wat's the
l evel of skill in the art?

Is this an area of art where you need a Ph.D. and
a couple of years of post doc experience to operate at
the cutting edge or is this a dunb art |ike basket
weavi ng or kitchen appliances where we can expect
artisans to really be able to grab references from
different fields and conmbine in interesting ways.

And al so secondary considerations. |If sonething
is comercially successful that suggests that, hey, this
was a pretty good invention. Long-felt need, if the art
had | ong clanmored for an invention that had these traits
then that too suggests that it would not have been

obvi ous.

For The Record, Inc.
Washi ngton Metro (301) 870-8025
Quter Maryland (800) 921-5555



© 00 N o o b~ w N

NN NN R R R R R R R R R
g A W N P O © O N o 00 M W N B O

56

Now, there's sonme disfavored franmeworks for
nonobvi ousness. Obvious to try is one of them Obvious
to try occurs when there is a prior art reference that
says, you know, it would be a great idea to experinent in
this area but you know there's about a mllion conpounds
out there and one of them m ght work and | really don't
have any net hodol ogy for telling you which is the good
one but it would probably be a good idea for soneone to
take a | ook at this.

Well, that's been called obvious to try. It's
obvious to try it but it's not obvious which one is the
right one. So that's been held to be disfavored. You're
not supposed to say, well, this would have been obvi ous
just to try it.

Hi ndsi ght, that's the classic comment. You're
supposed to | ook at nonobvi ousness based on the prior art
not today. Tinme passes between the tinme an application
is filed and the time an exam ner considers it. The
patent issues, nore tinme passes before the litigation.
You' re supposed to look at the prior art that pertains to
t hat patent, not what we know today.

Al so, when you conbine prior art references you
have to have sone notivation to conbine them |It's
unfair or inpermssible, it's been said, to take

di sparate prior art references frommny different fields
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and sonmehow m racul ously combine themto achieve the
i nventi on.

I nventors have to have sone notivation,
motivation fromtheir teaching of the references,
motivation fromthe discipline that would allow themto
put this disparate teachings together.

Why are these inportant? Wiy do we care? Well,
we want to preserve a patent-free zone around the state
of the art. We want practitioners to be able to practice
using their ordinary skills, say a mechanic, and you want
himto use his ordinary skills and not just through his
ordi nary exercise of everyday skills suddenly infringe a
patent. They need to be to do what they can.

And we want to preserve the public domain. Not
only that, we don't want to take anything out of the
public domain. That's a big no-no in intellectual
property. Once it's in the public domain you don't take
it out.

There are investnment back expectations. People
think that this invention can be practiced. W don't
want to rip that away fromthem Also, with the patent
system when patents expire that know edge enters the
public domain. So we're increasing the storehouse of
public know edge.

Finally, libraries not |aboratories. W invent
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sonet hing or we're considering doing sonething, we want
conpanies to | ook to the storehouse of know edge rat her
than trying to do it all over again thenselves. So they
recogni ze, oh, boy, we have to invent sonething new, a
new conpound.

We want themto | ook in the know edge base,
patents, publications, et cetera, rather than just
marching off to do it again. W expect that that's nore
efficient. So if we say that sonething has to be novel
and nonobvi ous to be patented then what we're saying is
that for someone to do sonething new they may well --
this my be sonething that's already patented and they
shoul d I ook there first.

" mnot sure that explanation cane out entirely
the way | planned and | have al so, as always, taken a
little longer than | had thought but 1'd be happy to turn
the | ectern over to our organizers. Thank you.

MR. COHEN: | think what we'll do is we'll take
up a few questions based on Jay's presentation and then
we'll take a ten-m nute break so everybody can relax for
alittle while.

I would start us off with one question. W have
heard in the nonobvi ousness context that some of these
secondary consi derations have been given nore and nore

wei ght. Commerci al success is one.
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Could you talk a little bit about what kind of
showi ng has been needed to denonstrate a nexus between
t he actual invention that was acconplished here and the
commerci al success?

PROF. THOMAS: What the Supreme Court said in
Graham is that secondary considerations |ike comerci al
success may have relevancy. The Federal Circuit seens to
be putting nore weight on them and has said they really
ought to be considered in every case. So it's not may;
it's shall.

Adifficulty with that is that if there's a
patent litigation there's going to be comercial success.
Ei ther the patentee or the accused infringer is enjoying
comrerci al success. Gven the transaction costs of
patent litigation you're not going to go after sonething
that's not maki ng any noney.

So there's a requirenment to show the commerci al
success isn't just floating around or associated with the
reputation of the conpany, its advertising, that it is a
convoyed sale with a nmore fundanental good. There has to
be a nexus that people actually are buying this thing
because of the technol ogi cal advance, because of the
pat ent ed advance.

MS. M CHEL: Jay, | just wanted to highlight one

poi nt that you made about what the patent right really
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is, and | think you described it as a ticket to court. |
think that's an interesting description in the sense that
it brings out the point that the right to exclude is the
right to exclude those that a court has said infringe.

Do you think it's a fair statenent to say that there's no
right to exclude those you accuse of infringing?

PROF. THOMAS: Yeah. The court will ultimtely
deci de infringenment issues. | nmean, nost rights we know
don't enforce thenselves. They have to be enforced by
someone.

But | would also note that, of course, patents
that are issued bear a presunption of validity and they
often i npact the way enterprises behave. The fact is
that if there's a substantial patent suite around a drug,
there's less likely to be generic conpetition.

Even though those patents haven't been enforced
they are a barrier to entry into that market. They can
act that way. Now, maybe if the patents are properly
granted and we think the patent system works, then it's a
good barrier to have.

So | don't necessarily nean that termin the
pejorative. | wouldn't say that patents have to be
enforced to have weight. Does that work for you?

MS. MCHEL: | think that's a good point. [If I'm

a patentee asserting ny right to exclude I just wanted to
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clarify to what extent that right actually enconpasses
the right to exclude others, to really exclude them

PROF. THOMAS: It's an inchoate right.

MS. M CHEL: That a court hasn't ruled on.

DR. CHAMBERS: But it also has an in terrorem
effect.

MS. M CHEL: Absolutely.

DR. CHAMBERS: |If you go in and you accuse

soneone, that starts the damages period. And if they are

willfully infringing, that is, they knew about this
patent and they're continuing to do it, they can end up
with treble damages. That's significant.

So while you may have to step into court to get
themto stop you m ght be able to get themto stop just
by letting themto know that you're ready to go into
court.

MS. MCHEL: You're tal king about a deterrent
effect in that situation?

DR. CHAMBERS: Yes.

MR. COHEN: Okay. | think it's time to take a
ten-m nute break and then we'll resune.

(Wher eupon, a short recess was
t aken.)

MR. COHEN: Qur second |l ecturer today is going

to be Scott Chanbers, an attorney with the Washi ngton,
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D.C. office of Arnold and Porter where he practices
intellectual property |aw.

He's an adjunct faculty menber at Georgetown Law
Center and the CGeorge Washi ngton University Law Center
He's witten and | ectured on | egal topics relating
primarily to intellectual property protection and
bi ot echnol ogy.

Prior to joining Arnold and Porter, Scott was an
associ ate solicitor at the Patent and Trademark O fice.
As such he worked extensively on drafting and
i nplementing the utility and witten description
exam nati on gui deli nes.

Before that Scott served as a biotechnol ogy
patent exam ner. One of the factors that made him
em nently qualified for all this is the fact that Scott
hol ds a Ph.D. in nolecul ar biophysics. So |I'mgoing to
turn the |l ectern now over to Scott Chanbers.

DR. CHAMBERS: Thank you for inviting ne. |'m
going to nove away fromthe high overview that Jay gave
us down into the weeds of one other section of the patent
act and then '"'mgoing to tell you a little bit about how
patents are obtained, what the actual procedures are.

Now, Section 112 is part of Title 35 and it's
very inportant for new technol ogi es because it both

limts a claimto the ability to practice the subject
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matter and it al so makes the applicant show that the
applicant actually invented a particular item

It may seem strange to say that an applicant and
| ater a patent hol der m ght be questioned as to what he
actually invented but the prosecution process fromthe
time of filing to the tinme of obtaining a patent is very
long. Sonetines little bits of additional information,
key information, can find their way into an application
and so Section 112 limts that.

It's inportant because the dates of priority in
the patent systemare tied to conpliance with Section
112, first paragraph. Section 112, first paragraph reads
that the specifications shall contain a witten
description of the invention and of the nmanner and
process of making and using it in such clear, concise and
exact terms as to enable any person skilled in the art to
which it pertains or with which it is nost nearly
connected to make and use the same and shall set forth
t he best node contenplated by the inventor for carrying
out his invention.

So this paragraph inposes three requirenents on
obtaining a U. S. patent. One, enablenment, and |I' m goi ng
to explain that a little bit; witten description, which
"Il explain; and best node.

Now, the enabl enent requirenent assures that the
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public is actually in possession of the invention. Has
the specification that was filed put the invention into
t he hands of the public as of the filing date.

The written description requirenent assures the
public that the inventor actually had possession of that
i nventi on when he filed the application. Has the
specification taught when it was filed that the inventor
had the invention in his or her hands.

And third, the best node requirenent assures the
public that the inventor disclosed the best method that
he or she knew about when they filed the application.

Now, the specification is generally witten in a
rather technical form |It's witten for one who has got
some skill in that art.

Now, the standard, as | have nentioned, is
whet her or not the specification allows one who has skil
in that art to practice for the full scope of the claim
The claimcan be covering a very |arge nunber of
enbodi mrents and the questi on becomes have you enabl ed not
just one or two enbodi nents but have you enabl ed the full
scope of that claim

Now, it's not necessary to satisfy the enabl enent
requi renment to describe what's well known but it's a
movi ng scale and by that | nmean it changes with tinme and

it changes with field.
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By changing with time as nore know edge cones in
and people are nore aware of certain things, that which
is well known and a matter of common know edge becones
well known and it's not necessary to put that in the
application.

Simlarly, it changes with field. Wat is normal
and expected in that field is going to be the determ ning
factor as to whether or not sonething was undue
experimentation.

For exanple, it mght take six nonths to go from
a particular patent application to an actual enbodi nent
that worked. |If that was six nmonths in the construction
i ndustry, that may well be undue experinentation. But
six months in the biotechnology industry is probably not
a very inportant tinme frame because everything in that
field takes six or 12 nonths.

Now, the 112 requirenment limts the scope of the
claimto what the inventor has actually taught or shown
how to nmake and use for the full scope of each and every
one of the claims. They have to enable that clained
invention as of the filing date.

In other words, even if the patent is issued
years later and even if nore information canme to be
publicly known during that interimperiod between the

filing and the issue date, that's irrelevant. All that's
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relevant is when it was filed, was it enabled. Did it
put it into the hands of the public at that point.

In In re Wands the Federal Circuit set forth a

nunber of different criteria to determ ne whether or not
an invention that was disclosed was enabl ed. These are
often referred to as the Wands factors but they are al so
used in interparty disputes where the fact finder has to
| ook at these particular factors to determ ne whet her or
not the invention, when it was filed, was actually

enabl ed.

The first on that list is the breadth of the
claims. And the breadth of the claimsinply sets forth
the idea that if it's a very narrowclaim it my well be
easier to enable than if it's a very broad claim That
makes sense. |If you're just going after a very narrow
property right, you don't have to show nearly as nuch as
if it's a very broad property right.

The second factor is the nature of the clains.

The third factor is the state of the prior art. Certain
arts that are established you don't have to have quite as
much i nformati on because what is already known plus what
you have disclosed is enough to allow you to practice the
i nvention.

Ot her arts, such as a new technol ogy, those are

going to require a good deal nore explanation if you're
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going to go after a broad claim

The ordinary level of skill is the fourth factor
that's required and that sinply points out that if the
ordinary artisan in that area is a Ph.D. chem st, you can
expect that they're going to know how to do experinents.
You' re going to expect that they can do a | ot nore
experimentation and make nore | eaps to other areas that
woul d be necessary to practice the invention than if the
| evel of ordinary skill was a high school graduate. So
those are considered to be inportant as to whether or not
the invention is enabl ed.

The fifth factor is the level of predictability
in the art. Those arts that are predictable, such as the
mechani cal arts, don't really require nmuch nore than a
drawi ng or an explanation of what goes into it. O her
areas such as physiology or catalysts in chem stry are
going to require a good deal nore because those areas are
not very predictable at | east they haven't been up to the
poi nt of filing.

The sixth factor is the anpunt of direction
provi ded by the inventor when the inventor provides a | ot
of material, a lot of fornulas, a lot of indication of
how to practice the invention it's going to be much nore
likely to be enabled than if the inventor provided very

little informati on.
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And the seventh is the existence of working
exanpl es. When you have not provided any worKking
exanples you're in a situation where if the exam ner
chal l enges you with good reason then you're going to have
to show that you could practice this invention in sone
met hod. It's not necessary, of course, to have worKking
exanpl es but often a working exanple can be evi dence that
certain aspects of the invention were enabl ed.

And the eighth factor seenms to be an adjoining of
all of themwhich is basically the quantity of
experi mentation needed to make or use the invention based
on the content of the disclosure.

Now, sone exanples of this are cases such as

United States v. Teletronics which was 857 F.2d 778. And

it was a 1988 case and the Federal Circuit determ ned

t hat even spendi ng $50, 000 and requiring experimentation
of six to 12 nonths was not undue experinmentation in that
particul ar field.

However, in a biotechnology case, In re Wi ght

whi ch was 999 F.2d, 1557 which canme out in 1993, the
claims were directed to a vaccine for an RNA tunor virus.
And t he applicant provided exanples of RNA tunor viruses
but the claimwas witten so broadly that the exam ner
recogni zed that RNA tunor virus, one that was in the news

ri ght then was the AIDS virus, and that a vaccine for
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Al DS was not presently known and it seened to be an
intractable problemat the tine. For that reason, since
the cl ai mant covered a vaccine for AIDS, they weren't
allowed to get that patent.

It's interesting to note though that if they had
changed the claimslightly so that instead of saying a
vaccine for AIDS, which is a conposition that confers
resi stance or protection, if they had instead asked for a
claimthat was nore narrow, such as a conposition that
woul d rai se an antibody to AIDS they could have gotten
nearly the sanme kind of coverage, nearly the sanme kind of
protection and at the sane tine it would have been
enabl ed for that.

Now, enabl enent issues arise in new and rapidly
nmovi ng fields because there's not nuch known about how to
practice through broad scopes and al so because the clains
and the specification are going to be witten not only by
the inventor but also by the patent |awer.

The patent | awyer probably doesn't have an idea
about a new field what he should be claimng or the
breadth of the invention and so he's going to claimas
broadly as he possibly can just to avoid any suggestion
of mal practice.

At the same tinme, the inventor doesn't understand

the patent laws so he's going to go along and defer to
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the attorney. The end result is a lot of tinmes in a new
field you'll have very broad claim which are sensitive
to attacks for enabl enent.

Now, when the application conmes in there's a
presunption at the Patent and Trademark Office that it is
enabl ed. Unless the exam ner can cone up with evidence
or sone reasoned argunent to suggest that it's nore
i kely than not that it is not enabled, that application
and those clainms are going to have no problemw th
enabl enment .

You have to keep in mnd that the Patent O fice
has no testing facilities so what the exam ner is going
to be looking for is evidence that something didn't work.
I n science you often publish what does work. It's not
quite as common to publish what doesn't work. So there
can sonetinmes be difficulty in comng to that bar.

In certain technologies, in particular in
bi otechnol ogy, it is sonetinmes necessary to have very
specific starting materials such as if you're going to
make a particul ar gene you mght need to have a cell Iline
that had it or if you want to raise an anti body you m ght
have to have a cell line that raises that antibody.

For that reason, to enable the invention you can
sonetinmes resort in certain technologies to providing a

deposit of the organismw th a recogni zed depository that
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will provide that to the public freely.

And that's the case in biotechnology. |If you
have a need for an organismyou can provide it to the
Anerican Type Culture Collection or a number of other
repositories and they will provide it and that will allow
you to still be enabl ed because as of the filing date you
have to be able to show that the public was able to make
and use the invention.

Now, the witten description is the second part
of Section 112 and according to the Suprene Court that
provi sion was there to take away fromthe inventor the
means of practicing upon the credulity and fears of other
persons by pretending that his invention was nore than it
really is or different fromits objects and that the
patentee was therefore required to furnish the invention
in the specification.

In other words, the standard for witten
description would be whether one skilled in that
t echnol ogy readi ng the specification would recogni ze that
t he inventor had possession of the clainmed invention.

And possession is not a suggestion that he had to have
perfornmed it. It is a fuzzier termwhich the courts have
not really articulated too clearly.

Now, according to the Federal Circuit the purpose

of the witten description requirenent is broader than
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nerely to explain how to make and use. The applicant
must al so convey with reasonable clarity to those skilled
in the art that as of the filing date he or she was in
possessi on of the invention. And the invention is, for
t he purpose of the witten description, whatever is
cl ai nmed.

Throughout nost of the patent systemthis was a
question of whether or not new matter crept into the
application so that the applicant would file a
specification, the exam ner woul d nmake sone rejection
and then an amendnment would conme in. Oten the
amendnment woul d add new i nformation, information
that wasn't clearly there in the first filing.

Wel |, the patent exam ner doesn't always catch

that and frequently these things will then publish
or not publish but be granted and there's a question
as to whether or not there is support in the
original application for that newy added

i nformation.

Now, this information can conme in either
explicitly where sonebody adds a new limtation such as
putting in that a particular process can be nost suitably
used at a higher pHor it can come in inplicitly where
soneone removes a |imtation.

In Tronzo v _Bionet, which was 156 F.3d 1154, the
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Federal Circuit | ooked at a particular nedical device and
when the applicant had originally filed that medical
devi ce one part of it required a conical structure.

Through the | ong process of prosecution, that
coni cal structure seened to be deleted fromthe clains
and it therefore could be used by or could be practiced
by something that was cylindrical or slightly spherical.
The Federal Circuit recognized that adding information
could cone by renmoving a limtation that was there in the
original filing. And they found that it was not enabl ed.

Recently, at l|east in biotechnol ogy, the Federal
Circuit has | ooked nmore towards the quality of the
description, that is, is the information that you have
used to describe it sufficient.

Now, in nol ecul ar biology you can often give a
name to sonmething | ong before you actually have
possession of it, |long before you actually have it in
your hand. You can give it a nane. You can tell how you
woul d go about obtaining it and at the sanme tinme you
don't really have it yet you're just indicating how one
would get it if they wanted it.

Well, that goes to enabling, being able to get
it. It doesn't go to whether or not you described it.

In the case of the Regents of the University of

California v. Eli Lilly, the Federal Circuit pointed out
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that the name cDNA, which is a biotechnology term is not
itself a witten description of that DNA. It conveys no
di stinguishing information concerning its identity.

Whil e the exanpl e provides a process for
obtai ning the human insulin coding, cDNA there's no
further information in the patent pertaining to that
cDNA's rel evant structure or physical characteristics.

In other words, it doesn't describe the insulin cDNA.

According to the court, cDNA is not defined by
describing the mere nanme even if it's acconpani ed by a
way to obtain that protein and a name of what that DNA
woul d encode for.

That caused quite a stir in the Patent and
Trademark Office and required the Office to go through a
good deal of training of the exam ners, retraining of the
exam ners along with putting out a set of guidelines so
that the outside world would see how t hese exam ners were
bei ng trained.

MS. M CHEL: Scott?

DR. CHAMBERS: VYes.

MS. M CHEL: Could you give an exanple fromthat
case of the relationshi ps between rats, manmal s and
humans?

DR. CHAMBERS: Yeah, | can. And I'Il do it right

now. When you file an application, many tinmes what you
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want to do is you want to have a broad scope so that you
can not only practice your invention but you can al so
keep people a good di stance away.

I n nmol ecul ar bi ol ogy you can often use a nodel
systemto get the first part of an invention. You can
use a nodel systemto get the gene of, say, rat and the
beauty of nolecular biology is that you can then use that
rat gene to get all sorts of other genes that are the
same in different species.

General |y speaking, when soneone files an
application they may have had the sequence for one of the
nodel systens, mce or rat, and then they would claim
that particular gene in other systenms such as humans or
in all mammuals, or all vertebrates.

The question that was before the court in the

Regents of the University of California is, can you get

t hat broad cl aimwhen all you've given is a single or one
or two types of species rather than the broad genus.

It's certainly true that generally if you have
one gene from one organi smyou can use very conmon
met hods to get the genes for any other organismthat you
woul d identify that would be that same gene.

But the Federal Circuit decided that you do not
get a sufficient witten description providing a single

species to cover a broad genus.
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According to the court, a description of a genus
of cDNA's, which we can think of generally as genes, nmay
be achi eved by nmeans of a recitation of a representative
nunber of cDNA's defined by a sequence falling within the
scope of the genus or a recitation of sonme structural
feature comon to the nenbers of the genus which features
constitute a substantial portion of the genus.

So the Federal Circuit indicated that they wanted
a good deal nore than a single representative in order to
get a broadened claimto an entire genus that is very
inportant in this field since you're in a race, usually
with other |aboratories, to get patent protection.

And you may well be able to get patent protection
for the first organismthat you have isolated, that is,
for the cDNA fromrat but the real interest is getting it
for a broader genus, one that would include humans.

And consequently, this caused quite a stir as
people canme to grips with the idea that witten
description could nean nore than just addi ng information
but actually went to the quality of the information that
you were provided.

MR. COHEN: Before you nove off that, you tal ked
about a representative nunber.

DR. CHAMBERS: Yes.

MR. COHEN: |Is that a concept that's fl exible,

For The Record, Inc.
Washi ngton Metro (301) 870-8025
Quter Maryland (800) 921-5555



© 00 N o o b~ w N

NN NN R R R R R R R R R
g A W N P O © O N o 00 M W N B O

77

that varies fromone setting to another?

DR. CHAMBERS: You bet it does. | would say it
varies fromone exanminer to another. It is going to
depend on whet her or not one of skill in the art would

bel i eve that you had possession of that genus when you
had five exanples, ten exanples, sonething |like that.
And the exam ner typically wll have some background
under st andi ng of the technology and he will be the fact
finder in that situation.

MS. MCHEL: If | recall the case right, is the
concept here that if | have the DNA for rat insulin, can
| claimDNA for mammal insulin and thereby have property
ri ghts over the DNA for human insulin.

DR. CHAMBERS: It seens fromthat case that you
can't. Mammalian insulin gene would be a broad generic
covering. It would cover all the mammal s that have
insulin and woul d cover their genes.

And if you have a single representative such as
rat insulin you would have difficulty in show ng that
that was a sufficient representative of the entire genus.
It's possible that your specification along with a single
species could describe a whole genus. That possibility
woul d occur if you could show that |I have | ooked at ten
different species. They all have exactly the sanme

sequence. Let nme have the claimto cover a whol e genus.
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That may well be possible. But it is unlikely that that
woul d be the situation.

Usual ly you have to have nore than one but that's
sonmet hing that the court is still struggling with. There
have not been a | ot of cases fromthe Federal Circuit on
this. There was a case in 1991 which was an interference
case, and I'Il nmention interference hopefully later on,
but it's a priority dispute and it dealt peripherally
with this issue. And then the regents canme across in
1997 and we have not seen the Federal Circuit speak on
this precise issue since then.

The third requirement of Section 112 is that the
applicant provide the best node. Now, it's not really
t he best node of practicing the invention. What it is is
t he best node that the applicant knew at the tine he
filed the invention. So it's a two-pronged inquiry.

First, you have to ask did the inventor have what
he or she considered to be the best node when the
application was filed. And two, did the specification
set forth that best node?

It's a subjective requirenment in other words.

You have to | ook for what the inventor knew. There are
situations where conpanies will frequently have certain
i ndi viduals dealing with the initial discovery. You get

some econom es of scale having a research scientist only
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do research and then other portions of the conpany deal
with enlarging the scope of that particular process so
that it can be used industrially.

In situations where they take it fromthe
researcher when it's first discovered and send it over to
anot her area of the conpany for scaling up, when the
scaling up operation cones across better ways to do
t hi ngs those don't have to be in that initial application
as long as the inventor didn't know about them

Now, best node when it comes into the Patent
O fice is also something that's presuned to be satisfied.
The exam ner seldomif ever raises the issue that the
appl i cant has not provided the best node in the
appl i cati on.

I think 1"Il explain patents a little bit by
showing one. This is one of the first patents that cane
out that set the stage for nolecular biology. It's the
St anl ey Cohen/ Herb Boyer patent which tal ked about and
descri bed and disclosed flipping out pieces fromthe DNA
of one organismand putting it into another organism

You can see that it has a particular date that
it's issued. It's got an indication of related patent
information right here and then it tal ks about what
i nformati on was disclosed to the exam ner by the

applicant and what information the exam ner turned up
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when he was | ooking for information in this particular
area. It also tells who examned it as well as the
out si de | awyer.

At the end of that first page there are a nunber
of nunbered colums which are known as the specification
or the disclosure and they end with nunbered cl ai ms which
are single sentences describing what the inventor
beli eves that he has invented.

In this particular case what Cohen and Boyer
t hought they invented was a conpilation of matter which
in this case was a biologically active nolecul e that was
made by taking a piece of nucleic acid from one organi sm
and putting it into another organism

MR. COHEN: Sonetimes we hear about cl ains;
soneti mes we hear talk about claimelenents. Sonetines
we hear talk about limtations. Could you point in here
to --

DR. CHAMBERS: Okay. | can point to -- that's
actually going to be sonething that would depend on the
particul ar judge. And that would be quite an inportant
aspect of dispute in a litigation. But this would be
Cl ai m Nunmber 1.

Usually this first part of the claimis not
considered to have an effect on the scope of the

i nventi on but sonetines can. And then, there would be a
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claimelement in this particular one, it would be a first
DNA segnment containing an intact replicon. So you coul d
consider that to be a claimelenent.

You could also consider it to be an intact
replicon recogni zed by the cell. You could extend the
l[imtation to have a | ot of sublimtations or you can
just roll themall into one. | mean, it's not sonething
that is easily explained because you can be sure that
people will differ greatly.

And they'll differ on this particular issue
because claimlimtations or claimelenments can have an
effect on the scope. When we hear about the doctrine of
equivalents | think we will hear a little bit about
narrowi ng that occurs during prosecution.

And the narrowi ng can often occur in ternms of a
claimelement. Well, if you're the patent hol der you
want that elenment to be as small as possible because
that's what's going to have been narrowed. |f you're an
accused infringer, you want it to be as |arge as possible
because that will suggest that that shouldn't be
enl arged. Does that answer it?

Here are just a few other patents. This one is
to a stemcell patent, pretty much a simlar set-up
What you have in sonme patents are draw ngs or figures

that will help to explain the invention.
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Here is a particular drawing showing stemcells
for some particular primate, certainly not humans. And
then it ends with a nunber of clains also where it's
claimng a purified preparation and then it uses such
terms as "capable of" which is a functional way to claim
your invention rather than just claimng it structurally.

MS. M CHEL: Scott, | think that that patent is
an interesting exanple of the genus-species issues you
were tal king about before in that the work there was done
wi th nonkeys.

They're claimng primates, and | suspect there
wi Il sonmeday be litigation on whether primtes can
enconpass humans and that will bring up sone of those
written description and enabl enment issues that you were
t al ki ng about before.

DR. CHAMBERS: Yeah. | don't think that there
will be a discussion as to whether the prinmate would
cover humans in that particul ar sense, but whether or not
there would be a question of does the patent system cover
humans. But it is definitely also true that if they only
gave a single exanple of a primate that was a stem cel
it mght be different to have a broad claimlike this.

I think in this particular patent they had a
nunber of different types of primates. And you have to

appreciate the fact that enablement would go to whet her
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it required undue experinmentation to get the human form

And so fromthe enabl ement standpoint in this
area a year or two would not be undue experinmentation.
So it may well cover from an enabl enent standpoint.

For witten description, as | have said, it's
hard to say how the courts are going to | ook at those
things in terns of the breadth that they're going to be
permtting.

Here's the patent on the first transgenic ani mal.
It was a small nopuse. The figures in this particular
patent show the way the nucleic acid was constructed to
put it together.

Often the description of the invention will have
tabl es that have definitions as well as describing how to
make and use the invention. And once again it ends with
claims that point out particularly what the applicant
felt was his invention.

And this final one is the patent for the
pol ymerase chain reaction which ended up getting the
Nobel prize for the inventor. It's a very inportant
patent and there's always questions in the patent system
whet her or not certain things woul d have been di scl osed.

| nmean, there are two ways to protect your
information. One is through patents and another one is

t hrough trade secrets. And certainly you are less |ikely
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to be forthcomng with all the information if you are not
permtted to protect it with a patent.

And you're less likely to be forthconm ng with
information if you are not required by the patent system
to provide the best node that you know how to nake and
use the invention.

Now, they don't all start out this way as a
patent |like this. They start out by a filing of a nunber
of pages in the Patent Ofice and they can cone in in two
different ways to the Patent Ofice, either as a
provi si onal application, which is only a specification
nam ng one or nore inventors. That is just a
pl acehol der.

It is not examned but it is there to permt an
i ndi vidual to have basically up to a 21-year termfrom
the priority date that he clains. It is also a way to
al l ow people to file very quickly. Wthin a year of that
provi sional application, or initially if that is your
choice, you file what is known as a nonprovi si onal
application. And that has a specification. It nanmes the
inventors that are known and it ends with one or nore
cl ai ms.

That particular type of an application, a
nonprovi sional, is exam ned for patentability and it's

going to go to one of 3,000 different patent exam ners.
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Now, when it's filed it first goes to the Ofice
of Initial Patent Exam nation. What they' re going to do
is basically look to see that all the forns are signed
and to nmake sure that there is a fee that has been paid
because that's very inportant in a user-funded
or gani zati on.

And then it's going to go to one of seven
technical groups. There are two chem cal groups, three
el ectrical groups and two nmechani cal groups. Now there's
a |lot of overlap in these particular areas and you can
see growth in the particular technol ogy centers.

For exanple, at one point in the '80s it was
clear that hardware, which is the hard wiring for
el ectronics, could be inplenmented just as easily with
software. For that reason, you had to have a patent that
woul d cover both hardware and software in order to have
any effective protection.

That meant that people were starting to file
appl i cati ons which held both and eventually applications
which sinply held software. The software exam nation for
t hat reason goes into the electrical group because it was
a natural flow of that information.

As that devel oped people started sinply filing
sof tware patents not worrying about the hard wiring and

as the software became nore sophisticated it began to
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take on the structure or the feel of basically a business
met hod. So those business nethods are al so shoved into
t he conputer section, the electrical section.

In contrast, searching |arge nunbers of nucleic
acids started out in the chem cal section and while that
now has a good deal of conputer hardware and conputer
software i nvolved, that also still goes to the biotech
section.

So you can have different sections even though
t hey have a nane that sounds |like they' re doing one type
of work, they're actually doing another type of work.

Now, each of these tech centers has about 400
different exam ners and the tech centers are broken down
further into workgroups. Here is the tech center that
woul d deal with biotechnol ogy inventions. And each of
t hese wor kgroups covers a particular generalized area.

And within these workgroups then are art units
and they're headed by a supervisory patent exani ner, or
an SPE, and he will deal with about 16 to 25 different
exam ners.

Now, they handl e at these tech centers about
300, 000 applications a year. They issue about 160, 000
patents a year. Now, the growth rate for filing is
roughly ten percent. |It's a little higher than ten

percent in that particular technol ogy sector that | just
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showed you but in sonme areas |ike business nmethods the
rate of filing can be upwards of 20 percent as people
start to engage in nmaking sure that they have protection
in these particul ar areas.

Now, the examiner is nost often trained in the
same technol ogy that he is exam ning but only a very
smal | percentage of those exam ners, are actually
| awyers.

At one tinme the Patent Office had a | arge
percentage of |awers but the market forces ended up
pul I'i ng nmost of those out of the government and into the
private sector. So now there's roughly five percent of
t he personnel at the Patent O fice being | awers and
t hose are concentrated in areas such as the solicitor's
of fice or special prograns not in the exam ning board.

The patent exami nation in the United States is
purely ex parte, that is, the exam ner is the fact finder
and the only individual presenting information for the
exam ner is the actual patent applicant.

The exami ner is going to read and review the
application which can sonetines be several hundred pages.
They can do the search for the prior art to find what is
in the prior art. They then wite it up.

They read and review the applicant's response

when that conmes in and then they draft a response and
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there can also be interviews that occur. And finally
they will either issue a patent or they will prepare the
exam nation for the Board of Appeals, witing an appeal
to the Board of Appeals which is an internal agency fact
finder.

This is done in a relatively short tinme. \Wen I
was an exam ner the highest amount of tinme that you could
get for this process was 24.9 hours. And many of the
exam ners were working at less than half of this in order
to do this entire process.

So exam ners tend to be able to look at this
stuff very quickly and at the sanme tinme when you see a
list on the patent of 20 or 30 references you have to
appreci ate that the exam ner probably reviewed those but
maybe didn't give them a thorough review.

The case law as well as the statute indicates
that the applicant is entitled to a patent unless, so
it's the exam ner's burden to show that there's a | ack of
utility or that there is obviousness to the patent or
that it is anticipated or not enabled or |acks witten
descri pti on.

The Patent Office doesn't have any | aboratories
or testing facilities. |It's got to be what is found in
the prior art. The exam ner in order to nake the

rejection has to find that nore likely than not the
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application suffers froma lack of utility, that it is
obvious or that it was anticipated or |acked enabl enent.

When t he exam ner makes a rejection the applicant
can then cone in and he can anend the application. He
can also file continuations, which are just further
prosecution of that particul ar application.

The United States differs fromits trading
partners in one respect in the patent system in a nunber
of respects, but one inportant respect and that is in the
duty of disclosure. It's a duty of candor. |In the
foreign systens the applicant does not provide any
information that he has or does not have to provide it.
However, the foreign systens allow for interparty
di scussions of the application as it's nmoving down toward
the issuing process.

In the United States that is generally kept
hi dden but the applicant is required to conme forth with
any information that the applicant feels would be
material to the patentability of the invention.

It's material if it establishes a prinma facie
case of unpatentability or it's material if it indicates
a different position than the applicant is arguing before
the OFfice in an argunent suggesting patentability.

The duty of candor applies not only to the

i nventor but also to any attorneys involved. Any
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i ndi vidual that deals with that particular case has to
come forth with this information if it's available to
t hat person or they know about it.

And if they don't and they have not provided that
information with an intent to deceive the Patent and
Trademark Office, it can end up rendering the patent
application or the patent grant invalid.

Ceneral |y speaking, the Patent and Tradenark
O fice does not raise issues of the duty of disclosure.
In the 1980s the agency was investigating a good number
of questions of failure of duty of candor and it was
taking up too nmuch tinme and resources and so they
determ ned that they would just let the courts do this.
And so the Patent and Trademark Office no | onger
i nvestigates the applicants or no | onger investigates
cases for lack of duty of candor.

If the exam ner feels as though the application
as clainmed or the invention as clained is not patentable,
he will continue to make rejections and the applicant
then can go to a higher authority, which is the Board of
Pat ent Appeal s and Interferences.

The board is conposed of a nunber of individuals
who have trained in the technol ogy, have a | aw degree and
have been, generally speaking, patent exam ners at one

point. They will neet in three-nmenber boards and they
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will | ook over rejections to determ ne whether or not it
was appropriately rejected or not.

If they determine that it was inappropriately
rejected, it will generally be sent back to the exam ner
and it will be issued very quickly. |f the board
determ nes that it should not issue because it's not
satisfying one of the statutory requirenents, you can
appeal that decision either to district court or to the
Federal Circuit.

If you appeal to the district court you're
allowed to put in additional information, additional
evidence. |If you go to the Federal Circuit, it's like
any ot her agency action where the appeal is on the record
t hat was before the agency and the Federal Circuit wll
not do fact finding.

It is possible, once the patent issues, that
additional information will come out in the form of
printed publications or patents that suggest that perhaps
t he patent was not valid.

The patent owner or third parties or even the
Conmi ssi oner of Patents can request a reexam nation of
that patent. That reexam nation only addresses Sections
102 and 103 which Jay spoke about. It doesn't address
enabl ement or witten description or utility. And it's a

very limted type of exam nation because it's only on
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printed publications.

Now, according to the Patent and Tradenark
Office, it is printed publications that were actually not
used by the examner in the first exam nation. O her
authorities suggest that it is in witten publications
that were on anything that was not in the original patent
filing. As you recall, when | showed you the patent
there were a list of different references that were
provided in each of the applications.

There's a question as to whether or not you can
have a reexam nation on particular patents that are in
that list or not. But suffice it to say that it is a
limted-type of reexam nation of the patent just on new
printed publications and it's just for conpliance with
102 and 103.

Now, there is recently passed |egislation that
allows interparty involvenment in the reexam nation
process. Since a third party can start the reexan nation
process it seenms only fair that that third party should
be allowed to participate. And this third party
reexam nation would permt that up to a point.

They can participate and file briefs with the
agency up until the time that a determ nation at Board of
Appeal s level is nade. At that point they are no | onger

all owed by right to put any information into the case and
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they are al so precluded by making certain challenges in
district court on those issues that they raise.

So many people feel like the third-party
reexam nation is too |imted because you don't really get
your day in court in front of an Article 3 judge, whereas
the old ex parte reexam nation allowed you to step into
district court if necessary at a later point and see if
the patent really was valid.

MS. M CHEL: Scott, if the third-party requester
di sagrees with the board's decision, is there any ability
to go to the Federal Circuit?

DR. CHAMBERS: There is not. There is not by his
choice. He has no right to go to the Federal Circuit.

If the board was sending it to the Federal Circuit, he
woul d have the opportunity to file an am cus brief in
support of the board if the Federal Circuit would permt
it. But if the board determi nes that the invention is
pat entable on the record, that's the end of it and he is
not even allowed to challenge that in district court in
many cases.

There is another procedure that can affect the
scope of patents and that is reissue. Very early in the
hi story of patents the courts determ ned that the Patent
O fice could reissue patents. And that eventually becane

codi fied and now there's a section of the Patent Act that
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all ows reissuing of patents. |If they are wholly or
partially inoperative or invalid, the applicant hinself
can request that the patent be put before the agency
agai n.

The rei ssue can enlarge the scope of the clains
if it's filed within two years. However, if it's filed
after two years, all it can do is fix m stakes that are
in the clains.

Finally, | want to conclude with tal ki ng about
the interference procedure. Under the United States | aw,
as Jay indicated, the patent is given to an individual
that is the first to invent not necessarily the first to
file.

When there is a dispute, a priority dispute as to
who was the first to invent, if the dispute occurs in the
agency it goes into an interference procedure. And that
agency determ nation requires that one of the applicants
for the patent show that he was the first to invent the
particul ar invention that is being clained.

Now, if there is an agreenment between the two
parties to settle that interference, that agreenment has
to be filed with the Patent and Trademark Office, so
there is a nore limted opportunity for individuals to
collude as to whether or not they should have particul ar

rights.
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But fromthe standpoint of international
practice, it's quite unusual having this system because
ot her places, other trading partners that we have, have a
first-to-file system where they don't have to worry about
whet her or not soneone was the first person to invent an
application and just didn't file for several nonths or
several years.

What should be kept in mnd, however, in terns of
the interference procedure is that it permts an
extension of the patent term beyond the 20 years. Under
certain situations the patent term can be extended for
the time that was spent in the interference procedure and

for that reason it should be kept in mnd as a potenti al

way to extend the termof the patent. Thank you.

MR. COHEN: | have a few foll owup questions.
Some of themw ||l take you back to your time working on
the utility guidelines and description guidelines. |I'm

really interested in trying to flesh out just a little
bit nmore, where there are presunptions, what an exam ner
has to do to establish a prima facie case chall enging
sonet hi ng, questioni ng sonet hi ng.

Let's try utility first. W know that there's a
credibility standard there. What if an applicant cones
in and presents facts showi ng that the use that he has

identified is plausible? You don't knowif it's really
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true, if it's correct but | guess sonebody with ordinary
skill in the art would regard it at |east as plausible.
| s that where things stop?

DR. CHAMBERS: | would say it stops right there.
It's always the exam ner's burden but keep in mnd that
sonething else will take effect at that point. Ckay.
They have crossed the barrier for utility. Yes, it seens
pl ausible. 1'"mnot going to | augh about it. But is it
enabl ed? Now, you're still going to have to, as an
exam ner, show that nore |ikely than not that at sone
portion of the claimit's not enabled. But often
enabl ement is easier because you can descri be why one of
skill in the art would think that this would not really
wor k that way.

It can be a difficult situation but it depends on
the exam ner. Sonme of them are creative at finding out
sinple ways to explain it but it can come down to sinply
a well-reasoned argunent and that is sufficient. But
just getting through utility on that credibility standard
is still going to | eave you open to a chall enge on
enabl ement or | ack of enabl enent.

MR. COHEN: Anot her aspect is the witten
description. And in just |ooking through the description
guidelines, | saw a reference to the fact that there's a

strong presunption that an adequate witten description
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of the claimed invention is present in the specification
as filed. Could you put this in context and discuss it a
little bit?

DR. CHAMBERS: There's a strong presunption that
when it cones init's got a witten description. But
remenber we were tal king about two forns of witten
description. One, the newly added informati on and the
other one is this idea of the sufficiency of disclosure.

Now, for the newly added information the exam ner
is in a pretty good position if he just says, |ook, |
| ooked through the application. | see no reference to
conbining pH 9 with this particular invention.

Well, that in itself would nmake the applicant
have to show one of two things: first, page and |line
where it is actually there, or cone in with sonme reason
t hat someone of skill in the art would know that it was
t here.

For exanple, they m ght have been using a
particul ar marker |ike phenol phthalein that turns a
particular color at pH 9. And they m ght have said in
one of the exanples, it turns this color. They conme in
with a declaration fromone of skill in chem stry saying
"' mone of skill in chemstry. | know when | see this
color change it's a pH 9. Oay. That's sufficient to

show that you really had that idea at the tine.
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Now, for the other one, for the question of
sufficiency, that's going to be a little nore difficult.

I f the applicant conmes in and has a decl aration saying,
not fromthe inventor but usually sonme other party, |I'm
one of ordinary skill. | would know when | read this

i medi ately that the applicant had possession of this.

Well, that can be enough to show that they had
this witten description in the sufficiency sense and the
exam ner can either provide a declaration of his own or a
reason why that declaration was insufficient. Perhaps
the expert didn't say exactly what needed to be said.

But if he can't conme up with one of those reasons, it
wll issue.

During litigation, of course, you can imgine
that will be heavily challenged. But fromthe standpoint
of can | get that piece of paper that allows nme to wal k
into court, yeah. You can get an expert to say.

MR. COHEN: | guess the last thing I'd focus you
on i s nonobviousness. If an exam ner is questioning
whet her sonet hing i s nonobvious, describe what he woul d
need to establish.

DR. CHAMBERS: He would need to establish that
the limtations in the clainmed invention were somehow in
the prior art in nore than one form even if it was in a

single reference but in different parts, and then that
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there would be a notivation to nake that change.

For exanple, say the invention is an alum num
gear that is a certain size. The exam ner finds that
sanme type of gear in steel. He finds a reference that
says al um num can sonetines be used in place of steel if
you don't need the strength.

Well, there is not only notivation to make the
gear -- at that point you would still have to have a
notivation and you would conme across with a notivation
such as one would want to make this gear out of alum num
so it wouldn't rust. It doesn't have to be a
sophi sticated type of notivation but it has to be sone
reasoni ng that sonebody woul d make that kind of
combi nati on.

But fromthe standpoint of obviousness that's
usual Iy what the argunment is about. |In the Patent
Office, the examner is going to conclude that just about
everything is obvious and the applicant is going to
concl ude that just about everything isn't.

And the examiner's job is to put it into clear
enough terns that it's understandable. There will be a
certain amount of fact-finding required | ooking at the
reference. The case | aw holds that what a reference
teaches one of skill in the art is a question of fact.

Wel |, those facts are going to be determ ned by the
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exam ner, by the Board of Appeals, and then they' re going
to be reviewed at the Federal Circuit.

MS. MCHEL: Do you have any sense of how conmon
it is for an examner to nake a witten description or
enabl enent rejection as conpared to say obvi ousness
rej ections?

DR. CHAMBERS: In certain fields it is unheard of
for the sufficiency of witten description. Now, the
written description when an anmendnment cones in and you
can't find where this particular w dget was described in
the original application, that just depends on the
particul ar field.

But for the sufficiency witten description there
is not nuch of that going on in the mechanical arts, not
much of that going on in the strictly chemcal arts or
even in the software area. But there is quite a |ot of
it at least initially raised in the biotech area.

I mean, if it's raised and the applicant explains
why one woul d think, one of skill would think they were
in possession, that m ght be sufficient. | think that
the clains are a bit narrower now that are being issued
t han before Eli Lilly. But |I would expect that a patent
attorney that did not file asking for the broad clains
was letting the client down.

MR. COHEN: Before we go to break one nore area
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t hat maybe you could help discuss a little bit. You
tal ked a bit about amendments. We also hear tal k about
continuations. Could you |lay out sone of the
di stinctions there and maybe try to put it in a context
of a situation where perhaps a patent applicant is aware
t hat there have been other devel opnents in its industry,
per haps by conpetitors and may sonehow be trying to take
account of this over time? | asked a couple of things --

DR. CHAMBERS: Well, yeah.

MR. COHEN: And ran them together

DR. CHAMBERS: When you file the application
you're allowed by right two chances to get the
application allowed. You will file that initial filing.
The exam ner will often say, no, these clainms do not
satisfy the statute. You can nake an anmendnment and then

you send that back to the exam ner

The exam ner, if he still feels that the clains
don't satisfy the statute, he will, generally speaking,
make the action final. You no longer have a right to put

an amendnment in.

At that point you can provide an amendnent and if
the exam ner wants to let it in, he will. [If he doesn't
want to let it in because it raises new issues, he sinply
won't do it. At that point you can file a continuation.

That gives you two nore bites at the apple, two nore
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chances to get your claimallowed.

There is also sonmething called, under the U S.
system a continuation in part. That means part of the
material is a continuation and part of the material is
new i nformati on, new matter.

The new matter information will get the priority
date of the continuation in part, when it was filed. The
old information will get the priority date of the
original filing.

Now, that nmeans you will have clainms that go to
either the old date or the new date and soneti nes when
people want to bring in information they will file a
continuation in part; they will put in these new concepts
t hat perhaps the industry is dealing with; and then those
are in the continuation in part.

An exam ner | ooking at that can readily determ ne
if that idea was in the original application. He can
determ ne what the date was. |If there are intervening
references so that the first application was filed in
1990, the continuation in part, or CIP as it's often
called, was filed in 1992, if he finds sonmething in that
interimhe has no qual ns about making the rejection based
on that intervening prior art and sinply saying your date
for this concept is 1992.

MR. COHEN: | was just going to say | think you
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directly answered what | was getting at and |I'm | ooki ng
forward to reading the transcript so that | can
under st and how you answered it.

MS. MCHEL: Let nme follow up on a point there
t hough. If you could explain a little bit about the
concepts of applying for continuation applications even
t hough the exam ner has allowed the patent. Say the
pur pose of a continuation is not another bite at the
appl e but to word your clainms in a different way.

DR. CHAMBERS: Well, keep in mnd that if you're
going to word your clainms in a different way that it
woul d be new matter unless that idea was in the original
filing. So, yes, you can make that filing. But is that
justifiable? You had the idea; you just didn't have it
worded quite the same way.

Now, there are other reasons for continuations

ot her than the one that you suggest. You m ght have a
situation where the patent exam ner is not willing to |et
you have a broad claimbut he will et you have a narrow

claim You need that narrow claimto show your
i nvestors, look, | have sone patent protection.

So | get that and | keep asking for the big
claim O maybe | can show commerci al success or
sonething like that which is a difficult thing to show at

the Patent Orfice. But there are very good reasons to
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file these continuations even when you have already
gotten an issued patent.

MR. COHEN: | think we'll take another ten-m nute
break. [|'ll point out for those of you who haven't
di scovered it, we've been trying to keep copies of these
slides out on the table in front so you can pick up your
copi es.

(Wher eupon, a short recess was
t aken.)

MR. COHEN: We can nove on to our final |ecturer
today. That's Lawrence Sung, an Assistant Professor of
Law at the University of Maryland School of Law. He has
taught at the George Washi ngton University Law School and
American University, Washington Coll ege of Law and the
Nort hwestern School of Law, Lewis and Cl ark Coll ege.

In private practice he specialized in
bi ot echnol ogy patent litigation at Foley and Lardner,
then Arter and Hadden, and | ater McKenna and Cuneo.

Recently, he has served as | ead counsel for the
American Intellectual Property Law Association, am cus in
support of petitioner in the Festo litigation in which
the Suprene Court heard oral argunents just |ast nonth.

Prof essor Sung has published extensively on
intellectual property issues including those concerning
bi ot echnol ogy and technol ogy transfer. Anong his many
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accompl i shments he holds a Ph.D. in mcrobiology.

So I'"'mgoing to turn the lectern over to
Professor Sung. He'll be talking to us about the
remai ni ng topics for today including infringement and
doctrine of equivalents.

DR. SUNG.  Good norning everyone, and | want to
thank Bill for his kind introduction also the invitation
to be here with you this norning.

We are in the home stretch of our norning program
and rest assured that | |ike sonme of you are sort of a
noontime lunch person. So if you're thinking about |unch
at this point intinme, I"'mright there with you.

What | wanted to do is to get an opportunity to
speak with you about the scope and enforcenent of patent
rights. And essentially this seens like a fairly
strai ghtforward proposition and one of the things when
Bill had invited ne to come speak here today, when he
nmenti oned who el se would be on the panel, having worked
with both Jay and Scott many years ago, | certainly know
what a tough act they are to follow.

But | took some conmfort in that they would set up
an excellent foundation for where we're going to be going
fromhere in tal king about the scope and enforcenent.

Per haps one way of getting into it is to ask

initially what's the real problemhere. VWhy is this such
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a complicated area and why is it so inportant that we
under st and t he nuances about how this is done?

And perhaps it will be easier for us to approach
this if we think about how this would inmpact us in sort
of a real world situation.

My wife and | recently noved back to the
Washi ngton area after spending two |lovely years in the
Paci fic Northwest enjoying ourselves while | was teaching
out at Lewis and C ark.

And when we cane back here we bought a home and
noved into a new devel opnent that was under construction,
houses still going up. And one of the things that we
received after paying a |arge sum of noney or, nore
correctly, entering into a great anmount of debt was a
nice little plat to go along with our deed. It basically
had a survey with all the markers where your property
lines were and such.

And | remenber one day nmy wife came up to ne and
said, so which one of those trees out there are ours?
What's on our property? And | |ooked at her and it was a
| ong day but | just shrugged and said, you know, | really
don't know.

She said, wait a second. You' ve gone to school
all this time. You can read this and | | ooked at it and

turned it around and said, you know, | really think we
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need an expert for this, honey. Let's go ahead and get a
surveyor. Do you know any? No, not particularly but
|l et's open up the Yell ow Pages. Let's get sonebody who
really knows what they are doing.

So a teamarrived very early in the nmorning with
all their equiprment, went out there onto the property,
st aked out a whol e bunch of different things. They cane
back to talk to me and | said, well, what can you tell
me?

And they said, well, your property line is 25
West 32 North. And | thought, hmm That makes sense.
But is that tree over there on ny property or not? And
that was the sinple question | had for them

And he was able to provide me with a very clear
answer because he had been able to go to a central
repository fromthe state and basically pull this plat
usi ng the proper equi pnent and his expertise and be able
to tell me that tree was indeed on nmy property and |
could wal k away extrenely satisfied, notw thstanding the
$700 fee | had to pay himfor that particul ar expertise.

But yet | knew and that's a very val uabl e
conponent to this entire conversation that we'll be
having for the rest of the norning.

VWhat's the difference with that and intellectual

property rights particularly in the patent area is that
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al t hough we have a centralized repository from everything
you have al ready heard in ternms of our norning's
di scussion, there's a question that's involved.

There are actually nore than one question that's
i nvol ved. And the question is where are those property
lines? |Is this, in fact, as established what you
ultimately get in a real property sense with your deed?

Can we hire sonmebody to cone and take a | ook,
| ooki ng at that deed and be able to tell you is this
within your patent right or is it w thout your patent
right?

So let's go through and conpare sone of that.
Nunmber one, sonmebody could conme out, probably for a
little bit nore expensively than $700, and say well, |I'm
pretty sure but don't quote ne that this is within your

patent right.
Well, why aren't you sure? | thought this is

what you did for a living. Well, it's because no one's
really quite sure. W have to interpret where that |ine
is. The line is not necessarily where it's drawn. It
could be alittle bit to the right. It could be alittle

to the left. There's a difficulty in here.
And again, don't hold us to that particular
comment because we're doing the best we can under the

ci rcunst ances because there is no set property boundary
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here.

And everything that we'll see today in terns of
how t he property boundaries are interpreted lend to that
difficulty.

Well, there's a corollary problemwith all this,
not just is there an uncertainty with know ng where your
property lies with regard to your patent rights but
there's a process problem

And anot her anecdote that I'I|l give you very
quickly is to talk about a novie that | saw, well, it's
go to be ten years now, where there's a young set of
i nterns wal ki ng around on grand rounds and sort of going
frompatient to patient as they commonly do. And they
wal k up to one patient and the attendi ng physician says,
okay, tell me what you think the problemis with this
patient.

And the patient is sitting there very casually or
actually nmore intently listening to what all this is
going to be. The intern responds and says, he has a very
rare netabolic disorder that he ultimately obtained while
he was on safari in Africa. And the attending physician
with a benused | ook | ooks at the intern and says, how can
you tell? That's fascinating. That's amazing that you
were able to come to that concl usion.

And the patient is still sitting there |ooking
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and the intern | ooks back and responds and says, well,
frankly, | don't know. You don't know. None of us wil
know. We won't know until the autopsy. WeIlIl, you can
i magi ne that the patient is not too happy to hear about
t hat being the process either.

But that's essentially what we have in the patent
area sinply because you don't know until you go through
the process of litigation what your ultimte patent
ri ghts were.

The interpretation of your property is not done
until that time point and certainly the resolution and
the arbitration of all that is not done until the very
end.

It may be very dissatisfying for people to know
that. It certainly causes a lot of difficulty in terns
of business planning and the predictability is certainly
not there and is why there is a lot of criticism about
the patent systemthe way it's set up.

But one of the things that was introduced earlier
on was to say, well, as a matter of public policy the way
the U S. patent systemis set up, we don't devote an
extraordi nary amount of taxpayer dollars to the perfect
exam nati on process.

I ndeed in Europe it gives you an opportunity to

have certain pre-grant opposition procedures and perhaps
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alittle bit nmore refinenent in terns of whether
sonething is truly patentable or not.

Here in the United States we have a set ampunt of
money that's devoted but also, as Dr. Chanbers talked
about, a set amount of tine, let's say, ten hours,
whet her it's a concrete block or cold fusion.

Well, if you're a physicist maybe that's the sane
thing but for nost people they're dramatically different
types of technol ogies. How can we | ook at them so
fungi bly for sonething as inportant as the exam nation
process because ultimtely once they are issued they do
have the presunption of validity.

They will incur transactional costs because of
their placenment out there in the public. They're a
notice to the rest of us, wait a second. Sonebody has
sought patent protection in this area and this is
prelimnarily what they think they have or what they
claim

Let's talk a little bit about sone of our
di scussions for today. W're going to get into the
concepts of infringenent and perhaps what will help
clarify what infringing conduct is is to talk alittle
bit about what the defenses to infringenent are under the
patent | aws.

And nore inportantly with that type of
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enf orcenent what are the penalties that are invol ved?
VWhat are the renedi es that we possibly have in this area?
And hopefully, you will be able to draw sone anal ogies to
practice areas that you are nore famliar with as well.

Agai n, | have an easier task that doesn't require
us to get into, indeed, all of the intricacies about the
patent | aw but we can | ook at them and anal ogi ze themto
other areas of litigation and practice generally.

Now, let's talk about the cast of characters that
are involved here. First of all, one notable absence is
going to be the Patent Office. As Professor Thomas had
menti oned the Patent O fice doesn't quite have a role
here in terns of the enforcenent. And even where it
focuses on the scope issue and what the patent rights
are, it's done that as a consequence of the exam nation
process, not so much as defining easily for us what the
actual legal scope is going to be. That's left to the
federal judiciary.

Now, there's no anal ogous crim nal prosecution
capability under the patent laws. This is all based on
civil litigation, civil renedies. But at the trial |evel
you have the U. S. district courts across the country and,
i ndeed, in addition to that we have the Court of Federal
Clainms which is responsible for certain actions known as

1498 actions against the U S. governnment for patent
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i nfringenment.

Anot her venue at the trial |evel can be the
I nternational Trade Conm ssion. There are statutes that
authorize the International Trade Comm ssion to determ ne
whet her or not particular goods comng into the country
woul d infringe a U S. patent.

And if, indeed, they are held to be infringing,
the 1 TC may issue an order to the Custons Service to
i npound and stop inportation of those particul ar goods.
And in that sense it allows us, even though U S. patents
are territorially limted in authority, alnost to reach
beyond our borders. These are in remactions but in that
capacity we are essentially asserting U S. patent rights
over those which may not ot herw se be subject to our
personal jurisdiction.

MS. MCHEL: Lawence, |let ne ask one question.
Am | remenbering correctly that there's no damages
avai lable at the ITC? 1It's just injunctive relief.

DR. SUNG That's right. In terns of the
injunctive relief there is an analogy to a prelimnary
injunction in interparties matters. The ITC will issue
sonet hi ng known as an exclusion order to the Custons.
And essentially that stops the inportation. That's
correct.

Once any of these determ nations are nmade at the
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trial level they can proceed up to appeal. And as
Prof essor Thomas had laid out for you in terns of the
Court of Appeals for the Federal Circuit, they have
exclusive appellate jurisdiction regardl ess of where they
conme from

And in that way there is a |lot of strength in
terms of | ooking at a consolidated consistent fashion of
consi dering these types of issues on appeal. The
difficulty as Professor Thomas also alluded to is that
there isn't as nuch of a rich body of dissension and
diversity, let's say, as a result of having the authority
of exclusive appellate jurisdiction vested in one court.

As a result of this although there can be an
appeal to the Suprenme Court often times there aren't.
And one of the things that many comrentators have tal ked
about is that normally what the Supreme Court, as many of
you are aware, there can be intercircuit conflicts that
need to be resolved by the high court.

Wel |, when you're tal king about patent rel ated
i ssues they have already been consolidated into an
exclusive appellate authority. And for that reason there
is no intercircuit conflict that we can | ook at.

And perhaps the only anal ogy that exists is
| ooki ng at perhaps dissents and concurrences and ot her

types of opinions expressed through the Federal Circuit
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panel, either in the three-judge formor in an en banc
revi ew.

Now, in ternms of infringenment, let's |look at this
briefly froman infringenent conduct and infringenent
standard di chotony.

One is that we'll talk about what types of
activities a business or individual could engage in that
woul d subject themto the infringenent statutes and then
tal k about what the tests for infringenent actually are.

Now, the various types of conducts that are
covered by statute include direct infringenment, vicarious
infringement and ny | oose m scell aneous category, other
i nfringenment.

And as was di scussed earlier the patent statutes
ostensibly are in primary formfromthe 1952 Act,
certainly at a time that many of the issues that we are
now di scussi ng were not even contenplated. As a result
of certain anmendnments the other infringenent category is
sinply a matter of tacking on additional statutorily
prescribed activities to all of that.

Now, in terns of direct infringenent you have
heard a little bit about this fromthe introductory
speeches. They do cover a fairly w de range of
activities. They are nmeant to be broadly enconpassi ng.

We can | ook at manufacture, use, sale as the primary
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exanpl es and then nore recently in ternms of statutory
anmendnments the offer to sell as well as the inportation
may be covered under the patent |aws as direct
i nfringenent al so.

Now, you can well imagine that the increase in
terms of | ooking at inportation and particularly offer to
sell broaden the scope not just the types of activity but
al so the tenporal nature of that activity.

Certainly, things that folks may have originally
| ooked at and said well, this type of business activity
isn't really a sale and, in fact, nmay arguably be even an
offer to sell. It reaches very early on in terns of
busi ness activities and conduct that could be
enconpassed.

Of note, what | would just like to add is that
the concept of use is ill-defined. Many things can fall
under that category. Wth sale and offer to sell it does
not have to conport necessarily with other definitions
under the | aw of what a sale or offer to sell is. It
certainly does not have to conport with UCC requirenents
for those purposes but may nore broadly reach in that
sense.

Now, in addition to direct infringenment which
woul d be you are practicing this clainmed invention,

everything that the claimspecifies. |If you have A B
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and C, in fact you are doing A, B and C and are a direct
infringer. That isn't the end of the liability spectrum
that we can |ook at. We can | ook at vicarious
infringenment as well.

Let's say, for exanple, in that hypothetical
where the patent claimspecifies you nust have A, B and
C. | as the consuner am putting together A/ B and C. |
ama direct infringer. However, sonebody who is
supplying one of those ingredients or conponents to ne,
sonebody who is giving me the C would not be a direct
infringer because they are not practicing every el enent
or limtation of that patent claim

However, by directing Cto nme purposefully they
may be a vicarious infringer through a variety of
statutes either inducing infringement or contributory
i nfringenment.

And al though there is sonmetinmes a little bit of a
fuzziness in the courts about what constitutes inducing
i nfringement versus contributory infringement, understand
they're certainly broadly enconpassi ng enough to | ook at
this type of supplier relationship or in sonme other
circunstances where the patent claimitself is to a
process, for exanple, the treatnent of a particular
medi cal synptom

Well, who would be infringing that? Again, the
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physi ci ans woul d be infringing that particul ar
circunmst ance under normal cases but again the folks are
supplying themwith the tools for that may cone under one
of these statutes either inducing it or supplying a
conponent that is what would be referred to in the
contributory infringenment |aw as a nonstaple article,
sonething that is al nost nore purposefully directed at
this type of infringement that would be captured as well.

And you can well inmagine that in many
circunstances it's the vicarious infringer that matters
nore to the patentee under those cases. You don't
necessarily want to sue custonmers. You don't necessarily
want to sue the people who are going through and
provi di ng these services but you do want to certainly
| ook not just at the fact that they have the deeper
pocket but al so where the activities again are nore
purposefully directed to that type of infringenment.

Now, the other infringement category is now

becom ng al nost as broad as the other types of

infringenment. One that nmany of you are probably very
well aware of is what | have briefly laid out here at the
ANDA filing.

And for those that are not focused in on this
topic it refers to the subm ssion of docunents,

applications, materials and nmethods for regul atory
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approval processes. The ANDA refers to an abbrevi ated
new drug application. It refers to a filing before the
Food and Drug Admi nistration.

It is possible in a circunstance where you are a
generic pharmaceutical manufacturer to forego having to
conduct and report an altogether new series of tests for
safety and efficacy and other considerations with
phar maceuticals but instead essentially piggyback your
application on work that had been done with a brand nane
pat ent ed pharmaceuti cal

And you can do this by going to the FDA and
claimng that there is the sane |evel of bioefficiency,
bi oavail ability, bioequival ency is another termthat
they' |l use, with what has already been approved by the
FDA.

Now, recognize as we go forward that
bi oequi val ency does not necessarily speak to a patent
right or howit works vis-a-vis a patent right. It is
certainly possible to have a bi oequival ent pharnaceuti cal
as a generic that does not infringe the patent clains to
patented drug itself because of the way that the
formul ation is designed or other things that are nore
specific to each case.

But in any event, you can proceed to the FDA.

You can file your abbreviated new drug application and
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during that period of tine in response to what is known
as an Orange Book listing, essentially not particularly
creative in nanme, it has an orange cover, patent hol ders
for brand nane pharmaceuticals place patents and their
listing and designation into this Orange Book.

By virtue of its listing in the book a generic
pharmaceuti cal manufacturer nust elicit a series of
certifications upon filing the ANDA. They must say
either 1'"mnot going to manufacture this during the term
of the patent that's listed or for whatever reason |I'm
not going to infringe or the patent is invalid or
ot herwi se unenforceable. Those are two of the possible
certifications that you can make when you're filing the
ANDA.

In response to one of those certifications
referred to as Paragraph 4 certification when you're
filing, the brand nane patent hol der nay sue the generic
pharmaceuti cal manufacturer. And indeed in virtually al
cases -- |'mnot even sure |I'm aware of any cases where
it hasn't -- it does for reasons related to exclusivity
periods that are granted to a generic pharnmaceuti cal
manuf acturer that -- I'msorry, to a brand name drug
manuf acturer that ultimately brings that suit.

So that is one type of infringenment. 1In a sense

a statutory, declaratory judgnent because again, the
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generic is not out there marketing. They're still at the
first steps of their approval process but by virtue of
having filed the ANDA the brand nane is now vested with
jurisdiction to cone in and sue the generic to try to
have their rights resolved in advance of that tine
peri od.

The flip side of that it's not all great news for
t he brand nanme drug manufacturer. The generics wll
certainly have defenses accorded to it that we'll discuss
in detail as we go along as well for their activity
during this experinental approval process.

The ot her aspect of infringenent, what | had
ternmed here as the export of unassenbl ed conponents,
deals with circunstances where you are not truly

practicing the patent claimbecause again if the claimis

to a conmbination of A, B and C, | may be able to say
well, | have A over here, B here and C oh, sonewhere
behind nme. Don't you worry; I'mnot infringing the
cl ai m

And, in fact, you wouldn't be literally
infringing that claimbecause the claimis to the
physi cal conbi nati on of those three elenents. However,
if you are engaged in stockpiling each of those elenents
in the hopes of exporting this for assenbly outside of

the territorial bounds of the Patent Act, the Patent Act
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has a little news for you. You would be infringing under
that particul ar subsection of 271 for those types of
activities.

Now, the flip side of that perhaps is offshore
infringenment. \What happens if | have a patented process
here in the United States? Perhaps | don't have coverage
to a physical product that's a result of that process,
ei ther because of an expiration of the patent or for sone
ot her reason it sinply was not sought. But | have a
process. The process is of putting A, B and C together.

Some may think they can go offshore, again,
outside of the territorial reach of the U S. and assenbl e
A, B and C and now inport that into the United States.

Agai n, because there is not a patent claimto the
conbination of A, B and C, there is no infringenment of
t hat nonexi stent patent and there also would be no
infringement of the process of putting those together
because that was done el sewhere.

Not so fast. Again, we have another statutory
subsection that attends to that particular type of
activity and says if the product that is inported would
ot herwi se be made by an infringing process or an
infringement of the process here in the United States but
was sinmply done offshore, that woul d be captured under

t hat subsecti on al so.
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One of the nore recent issues that has cone about
as well and this | have listed -- although | have |isted
it in the infringenent section actually speaks a little
bit nore to the damages phase of it, but certainly is
sonet hi ng known as pre-grant infringenent.

Until recently, as Professor Thomas had nenti oned
and Dr. Chanbers had tal ked about, patent applications
that were filed with the Patent O fice were kept
confidential.

Now, as a matter of noving closer towards gl obal
har noni zati on of patent |laws, certainly other countries
have | ong published patent applications roughly 18 nonths
after the patent application had been fil ed.

We have now noved closer to that circunstance and
in those cases where a U.S. patent applicant is filed not
just in the U S. but in a foreign country as well, their
patent application here in the US. wll be published at
about the 18-nonth time period.

Well, that disclosure has now cone coi nci dent
with sonme rights that have accrued to that, in sonme ways
provi sional rights of sorts. Essentially if that patent
application ultimately gets issued as a patent and an
infringer or accused infringer is sued and ultimtely
held to have infringed, to the extent that they had

notice at the time of the disclosure of that patent
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application, and nore inportantly, to the extent that the
claims of that application were substantially simlar if
not identical to the claims of the ultimately issued
patent, there can be sone damages that have accrued
during the period of tinme before the patent had actually
ari sen.

Now, the limtation on those damages we will get
tois within a reasonable royalty sense. They're not
| ost profits or other types of actual damages in that
nat ure.

But certainly it is expanding, again, the scope
of protection to patent holders in this regard by virtue
of having that additional capacity. It used to be no
danmages ever, no infringement ever until a patent grant
had actually been made.

MR. COHEN: |Is the disclosure viewed as givVving
constructive notice?

DR. SUNG You will actually have to provide
actual notice.

MR. COHEN:. Actual notice.

DR. SUNG To the conpetitors in the area, the
prospective infringers. |If we are |ooking at what the
standards are ultimately or what the tests are for
i nfringement having | ooked at the various types of

conducts that may result in infringenment, this is al
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under a preponderance of the evidence standard. Again,
nothing nmore clained in ternms of how we | ook at this.

Now, there are two types of infringenent that
we'll be discussing. One is literal infringenent and the
other is what you may have heard nore in the press, the
i nfringement under the doctrine of equival ents.

The concept of literal infringenment is a little
bit |ess controversial. Clearly, if there is a patent
cl ai m of which sonmebody is deserving it is both presuned
valid as well as adjudged valid in that sense and we're
pretty confortable by saying if it says A, B and C and
that's what you do, you're a literal infringer

Vlhat we're a little bit less confortable with is
for a circunmstance where you're not really doing A, B and
C. You may be doing A, B and -- let's keep it closer --
C prinme.

The C varies somewhat. So we're questioning
shoul d the patent holder with a claimto A, B and C be
al l owed to enconpass within the scope of their | egal
right A, B and C prine. And we'll talk about that as
wel | .

Now, sone of the nethodol ogies that are invol ved
and here's where all the details come out and the devil
is somewhere in them Claiminterpretation is sonething

t hat has been over the past five years or so revitalized
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in terns of the scrutiny that both the Federal Circuit
has provided to it as well as the district courts as a
result.

The patent claimis the scope of the legal right,
not the title, not the abstract, not anything else on
that front cover page that Scott showed you.

Unf ortunately not everybody understands that. A
ot of tinmes you'll pick up a newspaper and it wll say,
oh, ny God, a patent issued to the Internet. Not a good
thing. | thought we had the Internet already. | thought
sonebody el se had invented the Internet, until you get to
the cl ai ns.

And then you look at it and you say, oh, no, it's
not really the Internet. It's to this particular
application on it. And nore specifically it's to the
subset of these applications of that.

So again, the title and the abstract aren't
really involved with the legal right that is vested with
the grant. But when we focus on the clains then we need
to ask ourselves not just what the nmeaning of the words
are but what the legal scope as a result of those
meani ngs we ascribe to those words really stand for.

Only then can we conpare what the accused device
or process is to that properly construed claim Once we

can make that determ nation, and that has to be done by
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the court. The court is within its exclusive province to
doit. It may not be submtted to the jury and have the
ultimte determ nation rested as a matter of fact. It is
a pure question of law in that determ nation.

How do we do claiminterpretation? Very briefly,
the Federal Circuit in particular has chanpioned this
cause of public notice, saying that first and forenost
the patent claimserves a public notice function.

It defines where the property supposedly starts
and ends. And because of that nuch of the burden of the
patent claiminterpretation rests with what the patent
applicant had done his or herself during the process of
the application.

Not only are we going to | ook at the patent
claims and | ook at how they may be simlar, how they may
differentiate from one another. W nmay | ook to the rest
of the patent, the figures, the disclosure but we also
| ook to what's now a public record once the patent issues
which is the prosecution history, the correspondence, the
exchange, what went on between the Patent O fice and the
applicant in this fashion.

And very sinply stated what you say can and wi ||
be used against you in that regard. And that's the
essence of prosecution history estoppel which we'll touch

on as well.
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As | nmentioned literal infringenent, not really
controversial in nature. The test, each and every
l[imtation nust be nmet. Again, if the claimis to A, B
and C you nust have each of those elenents or |imtations
in the accused product or process.

Just m ssing one of them m ssing one of them
even slightly if I now have A, B and C prine, at the very
least | can say | don't literally infringe. But we still
| eave open the prospect of infringement under the
doctrine of equival ents.

W t hout going into the history of it, which would
certainly take far nore time, and it is past 12:00, the
aspect of infringenent as a test under the doctrine of
equi val ents deals with asking a broad question of
substantiality or the flip side insubstantiality of
differences with regard to a particul ar el ement.

So using the hypothetical that | proposed where
the patent claimis to A, Band Cif |I aman all eged
infringer practicing A, B and C prine, the court is going
to focus on the conparison between the C and the C prine
to ask ourselves does the prine nake it a substanti al
change or is it really a trivial insubstantial change?

It doesn't viewit as a whole. We don't | ook at
A, B and C together and then conpare it to A, B and C

prime. We |ook at the specific elenment and ask oursel ves

For The Record, Inc.
Washi ngton Metro (301) 870-8025
Quter Maryland (800) 921-5555



© 00 N o o b~ w N

NN NN R R R R R R R R R
g A W N P O © O N o 00 M W N B O

129
is that a substantial or an insubstantial difference?

And the reason what | have just described nmatters
quite a bit as you can well inmagine a circumstance where
sonet hing has 100 elenents in its patent claim And the
accused product has 100 elenents in its makeup.

It can differ by just one out of those hundred.

Ni nety-nine of the elenents or Iimtations may be
identical in nature but the court is still going to only
focus on that one particular elenment to decide is that
change in that elenment substantial or insubstantial.

And if the determnation is that it is a
substanti al change, the fact that on a quantitative |evel
99 percent of these particular accused products are
exactly like the patent claim that's going to allow it
to escape infringenment under the doctrine of equival ents.
So that's sonething to watch out for as well.

MS. M CHEL: Lawence, it does sonetinme seem as
t hough courts will tal k about conparing the entire
accused infringing device to the entire claim The
infringing device works just the sane way as the patented
invention. |s that inproper or is it all right if it's
done in addition to the el enment-by-elenent test?

DR. SUNG Well, | think you have hit on it. The
el ement-by -elenment test still requires you to focus in a

conparison of an element in the claimversus an el enent
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in the accused product or process.

But in addition to insubstantiality one way of
assessi ng whet her something is substantial or
i nsubstantial is to rely on a historic test known as the
Function WAy Result test, to ask does this particular
element or limtation in the accused process work in
substantially the same way and substantially the sane
function to achieve the sane result. And that's one
mechani sm for determ ning substantiality or
i nsubstantiality.

The reason that the courts nore recently have
noved to a broader concept of insubstantial change is
because in certain industries the concept of analyzing
this under a Function Way Result test were arguably
[imted.

An example would be in the pharnmaceutical area.
Perhaps we don't quite know the mechani sm of action so
assessing it in a Function WAy Result tripartite analysis
may not give us a very easy resolution. But if we step
back and | ook at the substantiality of it, perhaps in
that circunmstance it would work a little bit better.

MR. COHEN: Could you tell us is there any
relationship between the type of inquiry you' re making to
determne if you have infringement and the type of

inquiry you nmake in determning if advance is obvious.
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DR. SUNG The answer is yes. Actually, it's a
good segue to where we're going here. Wen we talk about
limtations on the application of the doctrine of
equi val ents there are sone very real ones.

Prior art would be the first one in which the
doctrine of equivalents should not allow a patentee to go
beyond the literal scope of their patent claimand try to
enconpass an activity or sonething, product or process,
that is in the prior art.

And nore inportantly not just specifically in the
prior art in all-or-none fashion but those obvious
variance of the prior art as was discussed earlier. And
| like the termnology in terns of the patent-free zone.

Looking at this ability for us to say it's not
just the prior art that counts but those things that
woul d have been obvious in practice fromthat prior art
shoul d al so not be perm ssibly recaptured out of the
public domain.

So that's one limtation on the application of
t he doctrine of equivalents. Another one which many of
you have probably seen nore recently is prosecution
hi story estoppel.

Several years ago the Suprene Court in WArner
Jenki nson established that there is a presunption and

this goes back to the estoppel by silence. As Dr.
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Chambers nmentioned there are many times during the course
of obtaining a patent that there is an exchange between
t he exam ner and the applicant in which the original
cl ai m | anguage that was provided may have been anmended.

And we can argue that the amendnent nay have
i ncreased the scope or decreased the scope of the | egal
right as a result of that amendnent but what's inportant
to take away with respect to the doctrine of equivalents
in prosecution history estoppel is that when an anmendnent
is made it really for practical effects these days is a
burden on the applicant to clarify why the amendnent was
made.

Now, there are certain rationales, for instance,
overcom ng the prior art. It really doesn't matter what
the definition is, they were disclaimng subject matter
because they had to disclaimsubject matter.

But we may get into a grayer area where there are
circunmstances in which anmendments were made but it's a
little bit less clear why they were made. Well, if there
i's no explanation contenporaneously in the prosecution
history, in the record as to the reasons for these types
of amendnents we may presune that they disclaimsubject
matter if later on during litigation we see that this
resulted in a narrow ng of the scope.

The application of prosecution history estoppel,
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as you may know as well, is the subject matter of the
Festo case that was argued before the Suprene Court on
January 8th. The question is how far does prosecution
hi story estoppel reach here as a limtation to the
doctrine of equivalents?

And sone people nmay be saying well, doctrine of
equi val ents i s dead because prosecution history rules.
Wel |, when we | ook at that we nmay be able to say there
are certain circunstances where it's clear why an
amendment was nmade and that resulted in a disclainmer of
subj ect matter.

However, there may be also circunstances where
it'"s really only in hindsight during litigation that we
can establish, again because the courts are the ultimte
arbiter, that subject matter indeed was discl ai ned.

Maybe t he patent applicant wasn't really thinking
that they were disclaimng any subject matter but now
years later in litigation we're saying, yes, you did.
VWhy didn't you explain yourself? Well, | didn't think
t here was a problem

So there is a retroactivity issue that goes al ong

with this as well and that in a very small over-

sinplified, forgive me, nutshell is the Festo case. The
guestion of what the reach of prosecution history

estoppel is and its inpact on your ability to apply the
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doctrine of equival ents when an amendnment has been nade
in that fashion.

MS. MCHEL: Let nme ask just a follow up on
doctrine of equivalents. Now, the question of
i nsubstantiality of the differences is a question of
fact. And that's going to go to the jury, whereas the
l[imts on application of the doctrine of equivalents I
believe they're both questions of law. Is that right?

DR. SUNG  That's right.

MS. MCHEL: And | just want to bring out that
point in that I think it provides something of a context
for some of the drive behind the recent devel opnments in
case law is that at |east when I'"'mwearing ny litigator's
hat the idea of taking a question of C versus C prine
i nsubstantial to the jury | feel like |I have a hard tine
maki ng that prediction of how that question is going to
turn out.

DR. SUNG  Yeah. The procedural advantage of
havi ng these be designated as questions of lawis
apparent. You can look at this; you can litigate this
for purposes of dispositive notions and perhaps have
interlocutory appeals to the Federal Circuit to help
resol ve some of these questions based on those
di spositive notions.

The matter is that it also vests the Federa
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Circuit with a very inportant role and that it need not
defer as a result of those being questions of law and its
de novo review. It need not defer to the trial judge in
maki ng some of these types of determ nations.

But certainly fromthe litigator's standpoint,
keepi ng sonme of these perhaps very difficult technical
guestions about insubstantiality fromthe fact finder my
be good gui dance to be able to say even before we engage
in questions of technicality and insubstantiality to be
able to use sone broader |egal frameworks to say whet her
or not the doctrine of equivalents can even nmake that
reach or not.

Okay. Noninfringenent as a defense. | didn't do
it; not me. Inplied license. Certainly everything I
have done | admt to but it was all done under authority.
Whet her or not it's expressed or in this circunmstance an
inplied license. Gven our time I'mgoing to ask if |
could just go through sone of these defenses with you and
"Il certainly be happy to speak with you individually
afterwards about this. But I'll try and touch on this in
the brief tine we have left to go through.

In addition to the authority issue with regard to
inplied licensing there's a first sale doctrine that
essentially, |like the copyright circunstance, if | were

to sell you a patented product the anount of noney | am
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charging for that is presunmed to have taken into account
t hat conpensati on which you believe should have vested in
your patented right as well.

So if I now take that particular article and go
and do sonething else with it having already purchased
that right through you I don't have to pay another
|icense fee or another royalty on top of that.

This comes up into a doctrine known as repair and
reconstruction. To what extent may | take sonmething that
| have validly purchased and therefore have obtained the
right of authority under the patent rights and start
tinkering with it?

At what point in tinme does the anount of repair
work that | do on it really recreate a new nmachine for
whi ch the patent hol der should have obtained yet another
return on their investnent in that right? And that is
sonething that the courts westle with quite a bit in
terns of | ooking a single use type of limtations that
are placed in certain aspects, particularly medical
products. W mght say single use has safety concerns
beyond sinply a first sale type of issue.

Experimental use. | want to caution people
because the termis used in a variety of different
contexts. There is no such thing as an experinental use

exception broadly to infringenent so in those days when |
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was in graduate school and |I said well, who would cone
after me. | have no noney. | have really nothing to do
with this, and besides, |I'm not naeking any noney out of
this. Let nme just go ahead and take what | have seen in
terms of this patent and do it.

Well, it may be true for practical purposes that
it just wouldn't be nice to cone after me for whatever
reason, because | have no noney and whatnot, but at the
sane tinme, there is no exception to the fact that what |
have now done is an infringenent.

There is no experinmental use exception in that
sense. \Where it does cone into play for purposes of
noni nfringement is to say, and this is the flip side of
our ANDA litigation filing, that where you are doing
these activities in furtherance and substantially rel ated
to filing for approval, regulatory approval, with an
agency, the FDA is an exanple, the type of work that you
are doi ng woul d be exenpt under 271 from i nfringenment.

And again, that is sort of the other side of the
coin which would allow the ANDA filing itself under
Paragraph 4 to be the basis for a | awsuit.

M5. MCHEL: There is a Suprene Court case,
right, that 19th century case if |'m doi ng sonething
purely for philosophical inquiry with no comerci al

notivati on whatsoever that there is this exception. Do
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you just think that's dead in the water at this point?

DR. SUNG | think it's potentially
anachronistic. But aside fromthat | think that even if
we were to apply that in a common day setting |I think
t hat the proof would be extrenely difficult to show that
what you were doing was purely philosophical in that
sense or is purely for a noncommercial notive. The
pecuniary interest is quite evolved in that way.

The ot her thing that was touched on earlier is
the first inventor defense. And this principally arises
out of the business method context. Congress having been
the recipient of a lot of criticismwth respect to the

State Street decision and openi ng up busi ness nethods as

pat ent abl e subject matter certainly rushed very quickly
to respond to that by enacting Section 273 which provides
a defense, particularly for business nmethod patents.

This in some ways is a defense that will be in ny
estimation transitory in nature. And the reason | say
that is not because we will repeal it or anything
necessarily like that but the factual circunstances in
whi ch such a defense would arise are perhaps decreasing
every day.

The reason that the defense canme about is unti

State Street nost folks that were interested in

protecting an innovation in the business nmethod context
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woul d know not to file a patent application. There was
clearly a proscription against that. So, in fact, what
they would do is they would retain it as a trade secret
or harbor it in some other fashion.

As a result of either keeping it secret or
keeping it closer to the vest, the public may not have
had the benefit to know that you, in fact, were doing
this or that anyone had been doing this.

So when the first business method patent
applications were filed, the Patent O fice was w thout an
arsenal to respond. Basically, it relies on what's in
the public domain, what's in the prior art and here they
may not have had anything in the prior art despite the
fact that of course people were doing this.

So the business nethod defense under 273 was
enacted to all ow evidence of that type of use to cone in
to defeat the assertion of infringement under a business
nmet hod patent claim

First inventor defenses are rather limted in
terms of their applicability and their use. And again,
"1l be happy to speak with anyone about that further.

Governmental immunity again is tied |l ess as an
exception to noninfringenent but is pushed over in
another formin the 1498 actions that | nentioned

earlier. There's anot her venue rather than the district
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courts for an action against the government for patent
infringement and that is before the Court of Federal
Cl ai ns.

The reverse doctrine of equivalents. | nust say
t hat when | was asked to put in a few words about the
reverse doctrine of equivalents | would not have
ot herwi se thought of this as a big particular issue as a
noni nfri ngement defense and was | ucky enough to wake up
this morning and realize that yesterday there was a
Federal Circuit decision issued on this very point which
essentially puts the last nail in the coffin in ny
estimati on about the reverse doctrine of equival ents.

And if | can just borrow fromthis, the Suprene
Court referred to the reverse doctrine of equivalents in

Graver Tank, a 1950 Suprenme Court case. And it says it

applies where a device is so far changed in principle
froma patented article that it perfornms the sane or
simlar function in a substantially different way even
though it falls within the literal words of the claim

An exampl e of this perhaps would be where there
are certain proteins that are nade through a bi ol ogica
process that have been patented but at the sanme tinme what
you are now doing is building fromthe ground up. You're
going in with nolecul ar biology and genetic engi neering

and you're recreating sonething fromscratch. You're not
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usi ng the natural biological process.

However, the earlier patent claimwould read on
your product because ultinmately you were trying to
achi eve the same thing through a different process.

Wul d that be a possible application of the
reverse doctrine of equivalents? It may sound |like a
good thing but the court goes on here and says, not once
has the court, the Federal Circuit, affirmed a decision
finding noninfringement based on the reverse doctrine of
equi val ents. A very powerful statistic and with good
reason.

So | think that gives nme an indication this is
not a good argunment to lead off with in your brief
because when Congress enacted Section 112 after the

decision in Graver Tank it inposed certain requirenments

that Dr. Chanbers tal ked about in terms of witten
descriptions and so forth that take into consideration
the public policy that was originally at issue when the
reverse doctrine of equivalents was constructed. So |
think it is anachronistic in that sense and it's very
unlikely to prevail in terns of litigation.

Even nore quickly, invalidity. Tried under a
cl ear and convincing evidence standard because, as has
been expl ained earlier, patents that do issue issue with

a presunption of validity under Section 282.
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Because of this there is this concern that they
have an in terroremeffect, that once they' re out there
even if they were invalidly issued we have to go ahead
and wait until the patient is dead and the autopsy is
perfornmed to figure out that that is the case. So this
may not be particularly satisfying in terns of a process
for people |ooking at a patented | andscape.

The bases for invalidity are the conditions for
patentability which have already been set forth for you
Those sane conditions are | ooked at from an enforcenent
standpoint to see whether or not the patent, even after
havi ng been issued, conplies with those. The disclosure
requi renments under Section 112 as well.

The reason | also include inventorship here is in
nore recent days -- well, let me back up just a bit. |
woul d say that traditionally patent litigation in terns
of its history had | ooked for invalidating patents by
| ooking at what was in the prior art or whether or not
the disclosure in the patent had been sufficient. And
t hose were the primary grounds of invalidating patents.

These days we're seeing nore and nore exanpl es
of circunstances where defendants are questioning the
i nventorship and the correct designation of who is an
i nventor on a particular patent as a basis for

invalidity.
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If there is an omi ssion or an incorrect inventor
desi gnated on a patent, that is the basis for an
invalidity argument. Now, of course, it can be corrected
if the om ssion or the defect resulted from good faith,
more inportantly, not bad faith.

So under those situations maybe the remedy coul d
be a correction of inventorship. However, if there were
bad faith that were discovered in the process, the patent
could be invalid on that basis.

Now, why is this so inportant in the patent
real n? Because typically invention is not a sole
process. It can be very collaborative in nature. And
t he question of that collaboration and where we test it
may | ead us to people who are not otherwi se |listed as
inventors or on the flip side were listed as inventors
al t hough they don't neet the legal definition of an
i nvent or.

The matter of who is an inventor is a question of
law. It is not sonething that we can sinply ascribe and
say well, they gave ne all the reagents and therefore
|'ve always |iked John, and John should be on the patent.
It isn't a matter of attribution.

So because of that that is another avenue for
t hese types of invalidity chall enges nore recently. As

you can well imagine it is extrenely cost effective for
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an accused defendant to go find sonebody who may validly
be a co-inventor and say, would you like to take pennies
on the dollar for what |I'mactually being sued for and
license ne your rights as a co-inventor to the patent?

And, in fact, we have had exanples of that in
litigation that have been successfully done. And of
course the new co-inventor says of course | would be
willing to take this anount of nmoney. No one has ever
t hought of me as the co-inventor of this patent.

By virtue of being a co-inventor you al so have
rights in the entirety to the patent as a result and
therefore a situation |like what | have just described can
conme about .

Unenforceability is another arm of disarm ng
patents. Instead of |ooking at an invalidity
circunmst ance where the patent has ultimtely been pull ed
they are no | onger enforceabl e because of certain types
of equitable considerations that go on.

One is inequitable conduct which deals primarily
with fraud on the Patent Office. To the extent that an
applicant has not nmet her duty of candor which as has
been tal ked about before every patent applicant is
required to disclose that of which they know which may be
material to the patent exam ner for exam nation.

I f they have hidden something or they have
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om tted sonmething or they have buried sonething in the
file, all these things may give rise to a finding of
i nequi t abl e conduct from which unenforceability may be
the result.

Laches and estoppel, patent m suse and, hey,
antitrust can all be grounds for this as well.
Overreaching ties a little bit into the patent m suse
area and the varying standards of that deal nore with
contractual obligations in circunstances where as private
party transactions you are saying essentially don't
chal | enge what | am about to sell.

What's the difference inherently between the
unenforceability aspect and invalidity? Although for a
particul ar defendant they may be quite simlar in
practical effect invalidity is done according to patent
claims. So, for example, if | have clains one through
ten | would need to prove by clear and convi ncing
evidence invalidity of clainms one through ten
i ndi vidual ly.

On an unenforceability matter the inequitable
conduct, for exanple, would taint the entire prosecution
of that patent application and as a result the entire
patent woul d be unenforceable. So it is perhaps getting
to alnost the same result certainly through two different

mechani sns but for two different reasons as wel|l.
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Lastly, renedies. Wien we are | ooking at the
various renedies that are available simlar to other
areas of the law certainly injunctive relief in
prelimnary injunctions as well as permanent injunctions
damages may be accorded in terns of actual danages
t hrough lost profits cal cul ati ons but al so sonet hi ng
known as a reasonabl e royalty.

There is a floor to patent relief in a nonetary
fashion that is determ ning what in the hypothetical the
willing |licensee would have paid a willing licensor for
the use of those patent rights prior to the infringenment
known as a hypothetical negotiation between the parties
to establish what a reasonable royalty woul d have been
for the infringenment.

Evi dence that can be | ooked towards, other types
of licenses, other neans of valuation, all | can say is
with regard to patent valuation it is a difficult area,
with a lot of arguable aspects to it so that this is not
an easy determ nation to be made. However, there is
quite a bit of case | aw which provi des sone good
gui dance.

Enhancenent of danages, also quite inportant.
Beyond the conpensatory damages that are avail able for
finding of willful infringenment you may be subject to

trebl e danages as well as costs and attorneys' fees by
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st at ut e.

W IIlful infringement usually requires notice
certainly and the ability to flagrantly disregard the
patentee's rights.

A mechani sm by which that typically occurs is
that if I'"mput on notice of a particular patent on ny
own accord | decide I'mnot within the scope of the
patent. It's okay. I'll just continue what |I'm doing.
It was really nmy obligation to obtain conpetent
i ndependent | egal opinion regarding what the scope of the
patent was and what mnmy operation was.

In the absence of that, typically the courts wll
| ook at and be rather strict about whether you were a
willful infringer. But in the presence of a conpetent
i ndependent | egal opinion even if it's incorrect as a
matter of litigation, that will usually help rebut
successfully an issue of you being a willful infringer
and avoid that type of enhancenent of danmages. And with
that, thank you very much for your tine.

MS. MCHEL: Could | ask either of you to say a

coupl e of words on Synbol v. Lenelson as a defense? And

not in the comentary sense but sinply the significance
or the basic hol ding.
DR. SUNG One of the defenses that | had |listed

on there for infringenment was | aches and estoppel. This

For The Record, Inc.
Washi ngton Metro (301) 870-8025
Quter Maryland (800) 921-5555



© 00 N o o b~ w N

NN NN R R R R R R R R R
g A W N P O © O N o 00 M W N B O

148
is alittle bit of a cousin to that which is sonething
known as prosecution | aches which deals with
circunmstances, in this particular case, Lenelson is the
patentee of a certain technology for which the
applications were originally filed in the 1950s.

But being able to use the patent systemto his
advant age he was able to continue applications before the
Patent O fice and have them be issued at a tinme where his
t echnol ogy, which was to bar-code scanning, was nore
comercially practicable.

As a result of that very comercial success in
terms of his patent rights and the |icensing, they have
been challenged in terns of the patents under the basis
of prosecution |aches, saying, despite the fact that you
have conplied with the existing statutes and regul ati ons
t owar ds prosecution, there can still be a | aches argunent
that is nmade and that was upheld by the Federal Circuit
recently in this case.

So that is, again, a circumstance which | don't
know t hat we've heard the |last word on but certainly is
avail abl e as of today.

MS. MCHEL: Totally different issue, |I'd be

interested in your thoughts on this hypothetical. I'ma
copier repair person; | take a patented spare part and
put it in the machine. | never push the copy button.
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Have | used the patented invention?

DR. SUNG Yeah. This is the reason that the
term"use,” | think, certainly can w thstand better
definition about what we believe to be within the scope
of the Patent Act.

| think that it's arguable to say that it my be
a causation matter but it certainly would fit within a
very broad definition of the word "use," because you are
| ooking at sonme type of result that has occurred here
whet her through your agent personally or through a third
party. So | think that's certainly open for
interpretation at this point.

MR. COHEN: Okay. | think we have finished.
want to thank all of our panelists for just an
out standing job. and | want to thank all of you for
at t endi ng.

(Wher eupon, the proceeding

concluded at 12:50 p.m)
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